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INDEPENDENT ANALYTICAL LABORATORY

ANALYTICS

CERTIFICATE NO LAB SAMPLE ID ISSUE DATE REPORT STATUS

COA-2026-00286 20260900185-187 20 SEP 2026 FINAL

“ CLIENT & PRODUCT INFORMATION

Client organization ROEHN LABS Client contact support@roehn.com
Product name Thymosin Alpha-1 Client lot / batch 00011/0011
Label claim 10 mg £ab samplo 1D 20260900185-187

Quantity received

i Lyophili.
Sample matrix yophilized Condition on 3

Container / closure Clear Vial w/Black Top receipt Intact
Date received 11 Sep 2026 Testing period 15 Sep 2026
s g Route / intended
torage condition ;
Ambient use RUO

mANALYTICAL TEST RESULTS |Purity, identification and net content

Purity (Average

urit
P eated from | UPLC-UV Acquity UPLC/PDA 99.79 %area | >99% PASS
3 vials)

lonization profile match
Identification UPLC-MS Waters Quattro Series Corionzs - w/standard across all vials PASS

tested

20260900185 - 9.98
Net content Quantitative UPLC Acquity UPLC/PDA 20260900186 — 10.06 mg/vial | +109 PASS
20260900187 — 10.04
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AV ANALYTICS

AnalyticalPrecision - Operational Excellence
INDEPENDENT ANALYTICAL LABORATORY

ANALYTICS

SUPPORTING ANALYTICAL EVIDENCE

PRODUCT AS RECEIVED

CERTIFICATE OF ANALYSIS

Thymosin Alpha-1 10mg
20260900185 Sb (1,40.00 ) (1) PDACH1 214nm@4 Bnm
BT _ Range: 4e-1
1991 Area |
3.0e-1 THYMOSIN ALPHA-1
2 5e-14
2.08-14
2 15814
1.08-1
5.0e-2
1 \ A
o0 T T T T T T T T T  — — T T T T T T T T T ”Fi_.‘r-":T- T U T T T T T T T y Time
-0.00 1.00 200 3.00 4.00 5.00 6.00 7.00 8.00 9.00 10.00 11.00 1200 13.00 14.00 15.00  16.00 17.00 18.00
— OLES | T .71 e [ dees 11991 — S | AT 671 i | s 12230 — LT | FT 671 i | s 12213
UV CHROMATOGRAM
Thymosin Alpha-1 10mg
20260000185 366 (6.765) Sm (Mn, 2x0.75), Cm (383:371) Scan ES+
778 6.0%e6
100
[M+4Hj4+
#
10|37
[M+3H]3+
THYMOSIN ALPHA-1
| 100 200 300 400 500 600 700 800 900 1000 1100 1200 1300 1400 1500 1600
o 0185 | Sm 366 @ 6.765 min | Scon .0%6 — OLE6 | S, 5@ 6.746 min | 5can 6.3%6 — Q107 | 5o IG5 F 6.746 min | Scon 7.03e6

MASS SPECTRUM / SPECTRA

Recombinant Factor-c

bioMerieux EndoZyme Il

.State gﬁf@N%X% uge ; Ae(;ollege Station, TX 77845

11401
Reconﬁé@lj éggp/yo fothesamp e{es fedasreceivedunlessotherwisestated.

0.5 EU/mL (AV Analytics applies 2x USP limit for H20,

no USP endotoxin limit applies to RUO products)
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AV ANALYTICS

AnalyticalPrecision - Operational Excellence
INDEPENDENT ANALYTICAL LABORATORY

ANALYTICS

m ENDOTOXIN ANALYSIS |Recombinant Factor C (rFC) fluorescence assay

Method
Assay / reagent
Sample preparation

Product limit

Instrument / asset ID
Standard

Run / plate ID
Maximum valid

dilution

CERTIFICATE OF ANALYSIS

Molecular Devices Gemini XPS
Kit-integrated
0915P1-AVQC20260900185-187
1:1 00

Parameter m P S “m

Vial 10.11
Endotoxin V/_a/ 20.14 <0.5
Vial 3 0.08
Positive product control recovery 92 50-200
Negative control Non-Detect <0.005
Standard curve / assay validity .98 Correlation factor >0.94

m AUTHORIZATION [Review, decision rule and release

Analyst Jason Snitker

Authorized signatory VZ Ry %)t&%@/ /Qép

Deviations / qualifiers None

Technical reviewer

Decision rule

Amendment history

EU/mL PASS
% PASS
EU/mL PASS

R2
PASS

Vanessa Montoya, PhD
Document complete, fields correct, analysis reviewed

NA

Report conditions: Results are analytical findings for the item tested and do not constitute an endorsement of product safety, efficacy or regulatory status. Unless
otherwise stated, this certificate may be reproduced only in full with written approval from AV Analytics.
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