o) PRORX

A PHARMACEUTICAL OUTSOURCING FACILITY

619 Jeffers Circle, Exton, PA 19341, Ph: +1 888-345-3465

Temperature-Potency Study Protocol

Study Title: Temperature Impact on Semaglutide Potency Under Varying Shipping Conditions
Company: PRORX, LLC

Product: Semaglutide 2.5 mg/mL

Lot Number: PRORX041025-3

Study Location: PRORX, LLC

1. Objective

To evaluate the effect of various shipping conditions on the potency and stability of Semaglutide 2.5
mg/mL (Lot PRORX041025-3), mimicking real-world transit scenarios including variations in
duration and temperature control.

2. Materials and Equipment

o Semaglutide 2.5 mg/mL vials (Lot PRORX041025-3)

e Standard shipping containers

o Ice packs (frozen at -20°C)

® Temperature data loggers

° Labels for shipment identification

® Third Party Analytical Company - Prompt Praxis Labs

® Storage equipment (2-8°C refrigerator, ambient room temp zone)

3. Study Groups & Conditions

Each group will consist of a minimum of 3 replicate vials.

Group Shipping Gondition Temperature Gontrol Duration

A Next-day delivery w/ ice Controlled (cold) ~24 hours
packs
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B Next-day delivery no ice Uncontrolled (ambient) ~24 hours
packs

C Two-day delivery no ice packs | Uncontrolled (ambient) ~48 hours

D Three-day delivery no ice Uncontrolled (ambient) ~72 hours
packs

4. Procedures

4.1 Pre-Shipment Preparation

] Label and document each vial according to its assigned group.

¢ Place temperature data loggers in each shipping container to track temperature throughout
transit.

° Ensure ice packs are frozen at least 24 hours prior to use.

® Document the time and date of shipment.

4.2 Shipment

° Send all groups via appropriate courier services (FedEx) using the specified shipping
methods.

° Record tracking numbers, shipping date, and expected delivery time.

° Upon receipt, log actual delivery time and inspect each package for any signs of damage or

irregular temperature exposure.

4.3 Post-Shipment Handling at Prompt Praxis labs

@ Store received samples at specified conditions until testing (within 24 hours of receipt).
® Download and archive temperaturc logger data from each package.
U Compare logged temperatures to accepted stability ranges for Semaglutide.

5. Potency Analysis
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° Perform quantitative analysis (e.g., HPLC) on all vials post-shipment.
® Compare results to baseline potency of control samples stored continuously at 2-8°C.
® Document any degradation, loss in potency, or anomalies in appearance or composition.

6. Data Analysis & Acceptance Criteria

L Acceptance Range: Potency must remain within £10% of the label claim (2.5 mg/mL).

Analyze and compare mean potency across all groups.

° Assess correlation between temperature exposure and potency loss.

7. Documentation & Reporting

e Include:

o Temperature profiles from each shipment
o Test Report

0 Analytical test results

8. Conclusion

This study will help establish reliable shipping practices and validate whether Semaglutide 2.5
mg/mL maintains potency under non-refrigerated transport for up to 72 hours.
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Temperature-Potency Study Results

Study Title: Temperature Impact on Semaglutide Potency Under Varying Shipping Conditions
Product: Semaglutide 2.5 mg/mL

Lot Number: PRORX041025-3

Sponsor: PRORX, LLC

Study Completion Date: 04/22/2025

1. Executive Summary

This study evaluated the effect of different shipping conditions on the potency and stability of
Semaglutide 2.5 mg/mL. Vials from Lot PRORX041025-3 were shipped under four different transit
conditions. All samples were analyzed for potency using validated HPLC methods upon arrival.

2. Study Groups & Conditions

Group | Temperature | ID Sent Date | Received Test date %LC | Potency
Controls Date

A Controlled 8805767 | 04/15/2025 | 04/16/2025 - | 04/16/2025 | 103.1 2.578mg/
(cold) 75185 - 10:00AM | 09:17AM % mi

B Uncontrolled | 8805781 | 04/15/2025 | 04/16/2025 - | 04/16/2025 102.7 | 2.568mg/
(ambient) 68000 - 10:00AM | 09:17AM % ml

C Uncontrolled [ 8805781 | 04/15/2025 | 04/17/2025 - | 04/17/2025 | 99.7% | 2.491mg/
(ambient) 02635 - 10:00AM | 09:15AM ml

D Uncontrolled | 8805779 | 04/15/2025 | 04/17/2025 - | 04/18/2025 104.6 | 2.614mg/
(ambient) 72854 - 10:00AM | 12:02PM % mi

Control (Refrigerated):

3. Temperature Data Summary

Each shipment included a temperature logger. The following ranges were recorded:
e Group A: Maintained 2—-8°C throughout transit

® Group B: Fluctuated between 09—25°C; no critical spikes
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] Group C: Sustained ambient temps 15-30°C

® Group D:Sustained ambient temps 15-30°C, Observed Spikes briefly during transit.

4. Analytical Results
By: Prompt Praxis Labs

Method Used: HPLC — Potency Assay

Acceptance Criteria: 90%—110% of label claim (2.5 mg/mL)

3. Visual Inspection

All vials were inspected post-shipment:

© No discoloration, particulate matter, or volume loss observed in any sample.

U No container leakage or compromise was identified.

6. Conclusion

Semaglutide 2.5 mg/mL from Lot PRORX041025-3 maintained acceptable potency under all tested
shipping conditions for up to 72 hours, even without ice packs. Potency did decrease slightly with
prolonged exposure to ambient conditions but remained within acceptable limits.

Recommendations:
L Next-day and two-day shipping without ice packs is acceptable.
° Three-day shipping without ice packs is acceptable but should be used with caution and

preferably avoided during warmer months unless stability can be further verified.

7. Signatures

Prepared by:

Reviewed by:

A Qp’"f ? AP

2 (R




Prompt Praxis Laboratories LL.C Page 1 of 1

Certificate of Analysis for Semaglutide R&D Testing

PROMPT PRAY

Client: ProRx Pharma LLC

CA Number: CA-Semaglutide-CSP-786.00

Lot Number: Prorx041025-2

Lot Number, Barcode:
PPL Barcode: C049114, C049115, C049156, C049215

Receipt Date; 16 Apr 2025, 17 Apr 2025, and 18 Apr 2025
Analysis Date: 16 Apr 2025, 17 Apr 2025, and 18 Apr 2025
CA Date: 21 Apr 2025
Test Articles; SKU: 225-06 - Semaglutide 2.5 mg/ mL (1 mL fill)
Test Parameter
(Test Method) Results
Ré&D TESTING RESULT SPECIFICATION PASS/FAIL
Potency 1D % LC mg/mlL

(TM-Semaglutide-CSP-001.03)
Semaglutide
Stability Indicating Method 880578168000 102.7%

88577972854 99.7% 2491
880578102635 104.6% 2.614

880576775185 103.1% 2.578

2.568 90.0%-110.0% of Label Claim
(Target 2.500 mg/mL)

Report

Comments:

ELN: 2025Aprl6 QC_jta_064
Sample Set: SEM_BRT_16Apr2025A, SEM_BRT_17Apr2025A, and SEM_BRT _18Apr2025A

Certificate of Analysis Results Review

Digitally signed by Kacper Okrasa

TReviERCe By Ka c pe r O kra Sd Date: 2025.04.21 09:32:06 -05'00"

Digitally signed by Pamela J Hecht
Appel By e Pame I a J Hecht Date: 2025.04.21 12:10:59 -05'00"

Limited Warranty

Prompt Praxis Laboratories LLC (PPL) guarantees the testing services provided are performed satistactorily for the use for which they are
intended and according to cGMP using a validated test method. It is the practitionet’s responsibility to exhibit professional judgment regarding
the release of any product for sale. The liability of PPL under this warranty is limited to service credit or replacement at the discretion of PPL.
PPL shall not be responsible for incidental or consequential damages of any kind. This warranty is exclusive and in lieu of all other warranties
expressed or implied. PPL does not make any warranty regarding the commercial viability with respect to the products tested and there are no
other warranties extending beyond the description on the face hereof.

Prompt Praxis Laboratories LLC Confidential
50 Lakeview Parkway, Suite 123, Vernon Hills, IL 60061-1590
150 N Fairway Drive, Suites 148-154, Vernon Hills, IL 60061-1860




April 22, 2025

Dear Customer,

The following is the proof-of-delivery for tracking number: 880576775185

Delivery Information;

Status: Delivered Delivered To: Shipping/Receiving

Signed for by: K.Katelyn Delivery Location:

Service fype: FedEx Priority Overnight

Special Handling: Deliver Weekday VERNON HILLS. IL
Delivery date: Apr 16, 2025 09:46

Shipping Information:

Tracking number; 880576775185 Ship Date: Apr 15, 2025
Weight: 2.0LB/0.91 KG

Recipient: Shipper:

VERNON HILLS, IL, US, EXTON, PA, US,

FedEx Express proof-of-delivery details appear below; however, no signature is currently available for this

shipment. Please check again later for a signature.

Thank you for choosing FedEx



April 22, 2025

Dear Customer,

The following is the proof-of-delivery for tracking number: 880578168000

Delivery information;

Status: Delivered Delivered To: Shipping/Receiving

Signed for by: K.Katelyn Delivery Location:

Service type: FedEx Priority Overnight

Special Handling: Deliver Weekday VERNON HILLS, IL,
Delivery date: Apr 16, 2025 09:46

Shipping Information:

Tracking number: 880578168000 Ship Date: Apr 15, 2025
Weight: 1.0 LB/0.45 KG

Recipient: Shipper:

VERNON HILLS, IL, US, EXTON, PA, US,

FedEx Express proof-of-delivery details appear below; however, no signature is currently available for this

shipment. Please check again later for a signature.

Thank yeou for choosing FedEx



April 22, 2025

Dear Customer,

The following is the proof-of-delivery for tracking number: 880577972854

Delivery Information:

Status: Delivered Delivered To:

Signed for by: JSCHNEIDER Delivery Location:

Service type: FedEx Ground

Special Handling: VERNON HILLS; IL,
Delivery date: Apr 17, 2025 12:02

Shipping Information:

Tracking number: 880577972854 Ship Date: Apr 15, 2025
Weight: 2.5LBM.14 KG

Recipient: Shipper:

VERNON HILLS, IL, US, EXTON, PA, US,

FedEx Express proof-of-delivery details appear below; however, no signature is currently available for this

shipment. Please check again later for a signature.

Thank you for choosing FedEx



Dear Customer,

The following is the procf-of-delivery for tracking number: 880578102635

April 22, 2025

Delivery Information;

Status: Delivered Delivered To: Shipping/Receiving

Signed for by: C.Catlyin Delivery Location:

Service type: FedEx Express Saver

Spad ina: :

pecial Handling; Deliver Weekday VERNON HILLS, IL,

Delivery date: Apr 17, 2025 09:15

Shipping Information:

Tracking number; 880578102635 Ship Date: Apr 15, 2025
Weight: 1.0 LB/0.45 KG

Recipient: Shipper:

VERNON HILLS, IL, US, EXTON, PA, US,

FedEx Express proof-of-delivery details appear below; however, no signature is currently available for this

shipment. Please check again later for a signature.

Thank you for choosing FedEx



D ata Re po rt File created on: 04-23-2025 09:11:31

(S|yrs — pu|ih 2™

Device Information : : L‘

Model: ~ RG-5+TE ~ Probe Type: Temperature(lhternaly
S/N: EF1248102196 Firmware Version: V5.6

Mode Code: TLC30A0CB

Trip Description

Trip Code: 0000001 - - ’ -
Trip Description: Temperature recording.

Mark Event g 5ot
N/A - ’
Config. info

Start Model: Immediate Start Logging Interval: 30m S

Start Delay: Om Cyclic Record: Disabie

Time Zone: UTC +00:00 Stop Mode: Button Stop + Use Software

Alarm Threshold Alarm Delay  Alarm Type Over-limit Duration Over-limit Times  Alarm

Summary ;
Maximum:  24.4°C - First Reading:  04-15-2025 18:49:05 )
Minimum: 0.5°C Last Reading: 04-16-2025 18:49:05 {Temporary)
Average: 8.8°C Logging Duration: 1d

MKT: 1249°G Data Points: 49

First Alarm{Te}: N/A
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From 04-15-2025 18:49:05 to 04-16-2025 18:49:05

File created on: 04-23-2025 09:12:45

Pt

Time *C Time ‘C Time *C Time *C Time T
04-15-2025 18:49:05 23.9
04-15-2025 19:19:05 223
04-15-2025 19:49:05 225
0£-15-2025 20:19.05 183
04-16-2025 2(:49:05 4.8
04-15-2025 24:19:05 1.5
04-15-2025 21:49.05 0.5
04-15-2025 22:19.05 0.5
04-15-2025 22:49.05 0.8
04-15-2025 23:19:05 4.5
04-15-2025 23:40:05 1.8
04-16-2025 30:19:05 22
04-16-2025 00:49:05 24
04-16-2025 01:19:05 23
04-16-2025 01:49.05 23
04-16-2025 02:19:05 23
04-16-2025 02:43:05 24
04-16-2025 03:19:05 28
04-16-2025 03:45:05 27
04-16-2025 04:19.05 27
04-16-2025 04:49.05 1.4
04-16-2025 05:19:05 3.0
04-16-2025 05.49.05 28
04-18-2025 06:19:05 27
04-16-2025 06:43,05 25
04-16-2025 07:13.05 24
04-16-2025 07.49:05 22
04-16-2025 08:19:05 24
04-16-2025 08:49:05 1.9
04-16-2025 08:19:05 1.7
04-18-2025 08:48:05 16
04-16-2025 10:19:05 15
03-16-2025 10:49:05 1.5
04-16-2025 11:19:05 1.5
04-16-2025 11:45:05 1.6
04-16-2025 12:49.05 16
04-16-2025 12:49:05 1.8
04-16-2025 13:19:05 18
04-16-2025 13:45:05 24
04-16-2025 14:18:05 2.5
04-16-2025 14:49:05 25
04-16-2025 15:19:05 188
04-16-2025 15:49:05 21.3
04-16-2025 16:19:05 219
04-16-2025 16:49:05 223
04-16-2025 17:13:05 222
04-16-2025 17:48;05 223
04-16-2025 18:19:05 222
04-16-2025 18:49.05 244
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Model: RC-5+TE i Probe Type: Temperature(internal) [ ,
S/N: EF1248102200 Firmware Version: V5.6 d"" If W ‘r‘
Mode Code: TLC30A0CB

ou ((4/1oy

Trip Code: 00000071

Trip Description: Temperature recording.

Start Model:  Immediate Start

Logging Interval: 30m
Start Delay: Om Cyclic Record: Disable
Time Zone: UTC +00:00 Stop Mode: Button Stop + Use Software

Alarm Threshold  Alarm Delay Alarm Type Over-limit Duration Over-limit Times  Alarm
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Minimum: 9.3°C Last Reading: 04-16-2025 18:53:42 {Temporary)
Average: 16.4°C Logging Duration: 1d
MKT: 17.6°C Data Points: 49
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From 04-15-2025 18:53:42 to 04-16-2025 18:53:42

Prwbe Lk o4

File created on: 04-23-2025 09:20:49 {aJ) M

e

Time

Time

Time

Time ‘C

Time

04-15-2025 18:55.42
04-15-2025 19:23.42
04-15-2025 19:53:42
04-15-202520:23:42
04-15-2025 20:53:42
04-15:2025 21:23:42
04-15-2025 21:33:42
04-15-2025 22:23:42
04-15-2025 22:53:42
04-15.2025 23:23:42
04-15:2025 23:53:42
D4-16-2025/00:23:42
04-16-2025.00:53:42
04-16-2025 01:23:42
04-16-2025 01:53:42
04-18-2025 02:23.42
04-16-2025 02:53:42
04-16-2025 03:23:42
G4-16-2025 03:53:42
04-16-2025 04:23 47
04-16-2025 04:53:42
04-16-2025 05:23:42
04-16-2025 05;53:42
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04-16-2025 06:52:42
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04-16-2025 08:23:42
04-18-2025 08:53:42
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04-16-2025 09:53:42
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04-16-2025 11:53:42
04-16-2025 12:23:42
04-16-2025 12:53:42
04-15-2025 13:23:42
€4-16-2025 13:83:42
04-16-2025 14:23.42
04-18-2025 1 :42
04-18-2025 15:2342
04-16-2025 15:53:42
04-16-2025 16:23:42
04-16-2025 16:53:42
04-16-2025 17:23:42
04-16-2025 17:53:42
04-16-2025 18:23:42
04-18-2025 18:53:42
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Trip Description:

Probe Type: Temperature(Internal)
Firmware Version: V5.6

EFI248102199
TLC30A0CB
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Temperature recording.
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Frorm 04-15-2025 18:54:27 to 04-17-2025 23.24:27

Vrobe dote

File created on: 04-23-2025 09:30:24
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Tims ' Time ‘c Time ‘c Time
04-15-2025 16,54;27 254 04-17-2025 20:54.27 232
04-15-2025 18:24:27 225 04-17-2025 21:24:27 228
04-15-2025 19:54.27 228 04-17-2025 21:54.27 225
04-15-2025 20:24:27 229 04-17-2035 22:24:27 2232
04-15-2025 20:54:27 229 04-17-2025 22:54:27 220
04-15-202521.24:27 224 04-17-2025 23:24:27 21.9
04-15-202521:54:27 201
04-15-2025 22:24:27 183
04-15-2025 22:54:27 16.7
04-15-2025 23:24:27 158
04-15-2025 2315427 180
04-16-2025 00:24:27 16.0
04-16-2025 00:54:27 18,7
04-16-2025 01.24.27 155
04-16-2025 01:54:27 16.2
04-16-2025 02:24:27 16.7
04-16-2025 02.54:27 174
04-16-2025 03:24:27 176
04-16-2025 03:54:27 183
04-16-2025 04:24:27 158
04-16-2025 04:54:27 13.8
04-16-2025 05:24:27 127
04-16-2025 05:54:27 124
04-16-2025 08:24:27 12.0
04-16-2025 05:54:27 &
04-16-2025 07:24:27 13
04-16-2025 07:54:27 10.¢
04-15-2025 08.24:27 106
04-16-2025 08:54:27 105
04-16-2025 08:24.27 104
04-18-2025 08:56.27 103
04-16-2025 10:24:27 0.3
04-1G-2025 10:54:27 10.3
04-16-202511:24:27 10.3
04-16-2025 11:54:27 10.8
04-16-2025 12:24:27 11.2
04-16-2025 12:54:27 11.8
04-16-2025 13:24.27 12.8
04-16-2025 13:54.27 128
04-16-2025 14:24:27 13.1
04-16-2025 14:54:27 13.9
04-16-2025 15:24:27 14.2
04-16-2025 15:54:27 13.8
04-16-2025 16:24:27 13.2
04-16-2025 16:54:27 12.6
04-16-2025 17.24:27 11.8
04-16-2025 17.54:27 10.9
04-16-2025 18:24:27 107
04-16-2025 18:54:27 104
04-16-2025 1 7 9.9
04-16-2G25 19:54:27 9.3
04-16-2025 20:24:27 8.5
04-16-2025 20:54.27 8.3
04-16-2025 21:74:27 86
04-16-2025 21:54:27 92
04-16-2025 22:24 27 a7
04-16-2025 22:54:27 9.8
04-16-2025 23:24:27 9.9
04-96-2025 23:54:27 8.9
04-17-2025 00:24:27 10.0
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Temperature(Internal)

RG-5+TE o ' Probe Type:

S/N: EF1248102193 Firmware Version: V5.6
Mode Code: TLC30A0OCRB

0000001
Trip Description: Temperature recording.

Model: Immediate Start Logging Interval: 10m
S-tart Delay: Om Cyclic Record: Disable
Time Zone: UTC -05:00 Stop Mode: Button Stop + Use Software

Alarm Threshold Alarm Delay  Alarm Type Over-limit Duration Over-limit Times  Alarm

Maximum: 26.4°C First Reading: 04-15-2025 13:49:31

Minimum: 8.7°C Last Reading: 04-18-2025 17:29:31 (Temporary)
Average: 17.3°6 Logging Duration: 3d 3h 40m
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