CERTIFICATE OF .
STERILITY Vdli

Veltek Associates, Inc. LABORATORIES

it

PRODUCT STERILITY DETAILS

The following lot numbers have passed the current USP Test for Sterility.
Date: 25-SEP-2019

Reference #: V12950
Product Code: DSTER-WII-B-70

Description: STER-AHOL 70% WFI Gallon

PRODUCT LOT #
Lot #19-DSTER-910874 EXP 01-AUG-20622

EXP
EXP
EXP
EXP
EXP
EXP

IRRADIATION#2505535

106 CASES

VN Trians zg&@m@q
Authorized Signature-Quality Assurance Date

Veltek Associates, Inc.
15 Lee Blvd « Malvern, PA 19355-1234

Tel: (610) 644-8335 Fax: (610) 644-8336




CERTIFICATE OF
IRRADIATION

Veltek Associates, Inc.

i

Vdl

PRODUCT IRRADIATION DETAILS

Irradiation Date: 01-SEP-2019 Reference #: M11157
Product Code: DSTER-WFI1-B-70
Description:  STER-AHOL 70% WFI Gallon

bhradiation Batch No.: 2505535

PRODUCT LOT #

Lot # 19-DSTER-910874 EXP 01-AUG-2022

Lot # EXP
Lot# EXP
Lot# EXP

Specified Dose (K Gy) Min: 25.0 Max: 50.0
Delivered Dose (K Gy) Min  27.5 Max: 444

Quantity Irradiated 106 CASES
Y 2552019
Y
Authorized Signature~QualityOAssurance Date

Veltek Associates, Inc.
15 Lee Blvd « Malvern, PA 19355-1234
Tel: (610) 644-8335 Fax: (610) 644-8336




CERTIFICATE OF
ANALYSIS

Veltek Associates, Inc. STER-AHOL70% WFI LABORATORIES

PRODUCT ANALYSIS DETAILS

Date of Manufacture; 12-AUG-2019 INGREBRIENTS

CatNo:  DSTER-WFI-B-70 Denatured Ethyl Alcohol
USP Water For Injection

Product:  STER-AHOL 70%WF1{

Lot#: 19-DSTER-910874

Fill Size: Gallon
TEST SPECIFICATIONS RESULTS
Appearance Clear colorless PASS
Assay 68.0-72.0 70.0%
Monvolatile Residue <5.0mg 0.0 mg
Specific gravity @ 20 degrees C 0.882-0.892 ‘ 0.877
nvngama. 25502010
Authorized Signature-Quality Xssurance Date

Veltek Associates, Inc.
15 Lee Blvd » Malvern, PA 19355-1234
Tel: (610) 644-8335 Fax: (610) 644-8336
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LAL Test Report =\ dl
——
LIMULUS AMEBOCYTE LYSATE REAGENT i
Veltek Associates, Inc. LABORATORIES
PRODUCT DETAILS REAGENT INFORMATION
Date: 13-SEP-2019

Product Code: DSTER-WFI-B-70
Description: STER-AHOL 70% WFI Gallon
Product Lot #:  19-DSTER-910874

LAL Lot Number: K44621
LAL Sensitivity: 0.015Eu/mi

Endotoxin Lot Number: EX73173

LAL Result

NIC

LAL Result at Test Concentration

LAL Test Limit

<0.015Eu/ml

1:23

<0.345Eu/ml

<0.69Eu/ml

Approved: A %Aﬂ/‘@

Quality A)ssuran@

Date: 25 WZQ(Q

Veltek Associates, Inc.

15 Lee Blvd « Malvern, PA 19355-1234
Tel: (610) 644-8335 Fax: (610) 644-8336




