VELTEK ASSOCIATES, INC.

TECHNICAL DATA FILES

\R il

=)
o: §

T H '
R} Y %ﬂ .

i

.
i

g

-3

STERI-PEROX® 3%

Hydrogen Peroxide and Water for Injection Solution
Sterile Pharmaceutical Cleanroom Formula
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STERI-PEROX 3%
Sterile 32 oz Spray Bottle
SPER-32Z-3%
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STERI-PEROX ® 3% TDF

PRODUCT OVERVIEW

VAI® manufactures a 3% hydrogen peroxide solution, formulated with USP Water for Injection.
As an effective one-step, ready-to-use, oxidizing cleaner, STERI-PEROX 3%, penetrates to the
surface and is tough on a variety of soils. STERI-PEROX 3% reduces exposure concerns for
VOC'’s in cleanroom operations, leaves a low remaining residue, and is designed for most
washable, non-porous, hard, inanimate environmental surfaces.

STERI-PEROX 3% is processed to comply with the standards required by the pharmaceutical,
biotechnology, healthcare, and medical device industries. STERI-PEROX 3% is recommended
for use in cleanroom cleaning rotations that demand the use of a sterile hydrogen peroxide
solution adequate for maintaining a clean and critical environment.

STERI-PEROX 3% is manufactured via aseptic fill, filtered at 0.2 microns into gamma
irradiated sterile components in an ISO 5 cleanroom (Grade A). Each lot of STERI-PEROX 3%
is sterility tested according to current USP Compendium, is completely traceable, and has been
completely validated for sterility and shelf life. STERI-PEROX 3% is delivered each time with
lot specific analytical and sterility documentation.

STERI-PEROX 3% is available sterile in 16 oz trigger spray, 32 oz trigger spray, 1 gallon, or
200L drum sized containers. Each sterile container is individually double bagged and packaged
in two liner bags using the ABCD Cleanroom Introduction System®. Gallon bottles are also
available non-sterile.

Use Limitations: STERI-PEROX 3% is not for medical use, not for human or animal contact,
and not for diagnostic or therapeutic use.

Quality and Manufacturing

e Filled in an ISO 5 cleanroom (Grade A)

e Filtered at 0.2 microns

e Components are air washed with 0.2 micron filtered air before assembly
e Aseptically filled into sterile components via gamma irradiation

e Lot sterility tested according to current USP compendium

e  Completely traceable from start to finish

e Completely validated for sterility and shelf life

e Formulated with USP Water for Injection (<0.25 EU/mL)

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8335 www.sterile.com
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STERI-PEROX ® 3% TDF

Features and Benefits

e Each sterile container is double bagged in easy tear packaging

e  Quadruple bagged in the ABCD Cleanroom Introduction System®

e Individually labeled with lot number and expiration

e Delivered with lot specific analytical and sterility data tested to current USP compendium
e Specifically formulated as a sterile pharmaceutical cleanroom formula

e  Compatible with most surfaces

e Available in ready-to-use solution: 3% concentration

e 16 0z and 32 oz containers come with sterile spray attachments

e Low remaining residue

Product Uses

e  Most environmental, hard, non-porous surfaces

e  Manufacturing equipment, packaging equipment, filling equipment
e Glass, plexiglass, stainless steel

e Walls, ceilings

e  Compatible with many types of glove materials

ABCD Cleanroom Introduction System®

The ABCD Cleanroom Introduction System is a packaging system that allows operators/users to
take the package through each level of classified areas by simply removing one bag at a time.
Each bag acts as barrier protecting the finished product from becoming a carrier of viable and
non-viable contamination. This prevents the need to decontaminate each outer bag prior to
entering a cleaner area. In this packaging system, sterilized groups of containers are contained in
two outer bags. After the two outer bags are removed, the individual containers are each
additionally contained in two easy tear bags.
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CHEMICAL SPECIFICATIONS

STERI-PEROX 3% — Hydrogen Peroxide and Water for Injection Solution

Certificate of Analysis Specification

Assay 2.5-3.5%

Acidity <55mL

Barium No Turbidity

Heavy Metals (as Pb) <5 ppm

Nonvolatile Residue <30 mg

Preservative <50 mg

Expiration Period 2 years from manufacture date

ORDERING INFORMATION

STERI-PEROX 3% — Hydrogen Peroxide and Water for Injection Solution

Part number Description Qty/cs
SPER-01-3% STERI-PEROX 3%, 1 Gallon, Non-Sterile 4
SPER-02-3% STERI-PEROX 3%, 1 Gallon, Sterile 4
SPER-16Z-3% STERI-PEROX 3%, 16 0z, Unattached Trigger, Sterile 12
SPER-32Z-3% STERI-PEROX 3%, 32 0z, Unattached Trigger, Sterile 12
SPER-10-200L-3% STERI-PEROX 3%, 200L Drum, Sterile 1
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Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8335 www.sterile.com
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LABELING

VAI’s Product Label Colors

Label Background | Bar & User Text

Product Name Bottle/Can Color Color Info Color | Color

e | [

DEC-AHOL WFI FORMULA 70% AEROSOL COOL GREY

LIGHT BLUE

orser |

DEC-AHOL WFI FORMULA 60% WHITE LIGHT BLUE

DEC-AHOL WFI FORMULA 70% TRIGGER SPRAY, 1&5 GALLON WHITE

DEC-AHOL WFI FORMULA 70% SQUEEZE BOTTLE WHITE SEMI-TRANSPARENT

DEC-AHOL WFI FORMULA 70% ASEPTI-CLEANSE BOTTLE WHITE SEMI-TRANSPARENT

DEC-AHOL WFI FORMULA 91% WHITE LIGHT BLUE
DEC-AHOL FORMULA 99% WHITE LIGHT BLUE

STER-AHOL WFI AEROSOL WHITE PRINTED CAN WHITE -

STER-AHOL WFI TRIGGER SPRAY, 1& 5 GALLON WHITE WHITE -
DEC-HAND STERILE WHITE SEMI-TRANSPARENT LIGHT BLUE ---
DEC-HAND NON-STERILE CLEAR LIGHT BLUE |
DECHAND ASEPTI-CLEANSE BOTTLE WHITE SEMI-TRANSPARENT LIGHT BLUE |
STERI-OIL 200 WHITE WHITE --
STERI-BUFFER 90 & 99 CLEAR WHITE --
DEC-CYCLE Il WHITE LIGHT BLUE --
WHITE LIGHT BLUE -
DEC.QUAT100 WHITE LIGHT BLUE e
DEC.QUAT 200C WHITE LIGHT BLUE -
DEC-QUAT 200V WHITE LIGHT BLUE e
HYPO-CHLOR 0.25% WHITE WHITE --
HYPO-CHLOR 0.52% WHITE WHITE --
HYPO-CHLOR 5.25% WHITE WHITE -
HYPO-CHLOR Neutral 0.25% WHITE WHITE -
HYPO-CHLOR Neutral 0.52% WHITE WHITE e
STERIPEROX 3% WHITE WHITE e
WHITE WHITE -
DEC-SPORE 200 PLUS (SPORICIDE) WHITE SEMI-TRANSPARENT LIGHT BLUE --
DEC-SPORE 200 PLUS (DISINFECTANT) WHITE SEMI-TRANSPARENT LIGHT BLUE -
STEEL-BRIGHT WHITE WHITE --

STERKSILICON WHITE

DEC-GLASS WHITE LIGHT BLUE R
VAI WEI QUALITY WATER WHITE WHITE e
STERI-WATER WHITE WHITE -

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8335 www.sterile.com
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Product Labeling

STERI-PEROX 3%
Hydrogen Peroxide and Water for Injection Solution

Made in USA

Fabrique aux
Etats-Unis

Sl

Sterile

Net Contents /Contenu net:

1602 (473 mL)x12
115 Gallons (5.7 1)]
1Gallon (379 L) x4
[4 Gallons (15 L)]

Label #: SPER-3%-00 - RevTi21

320z (946 mL) x12
[3Gallons (N4 1)]

STERI-PEROX" 3%

EN
PHARMACEUTICAL CLEAWROOM FORMULA
Hydrogen Percxide st 3005 wihw in USP
Water For Injection Filtered at 02 pm

INGREDIENTS:

Hydrogen Peroxide
(CAS 7722-801). .
Other Ingredients: Water

Safely dala sheel available n request
Ses containet for lot Exp Date

Patents/les brevets: www.sterile.com/patents

Manufactured By/
Fabriqué Par:

Veltek Associates, Inc.
16 Lee Bouleward
Malvern, PA 193551234
USA Tel: 610-644-8336
Wi steile.com

Veltek Associates, Inc.
Posthus 1062, 8200 BB
Lelystad, Nederland
Tek 00-800- 00888700
wiwwsterile.com

In Canads, distributed by:

Au Canada, distribué par:
Canada Clean Room

20Cope Dr. Kanata ON. K2 V6
Tel: (B8) 545-6070
wiwwcercanada.com

In Italy Distributed By:
Particle Measuring Systems
SirlVia di Grotte Portella
3400044 Frascati [Roma)
Tel. 139 06 80530130

In NUMBER:

(2 Fu): 1-666-928-0759 (1ol free USA)
S| MO HE|(F) 1-800-579-1471 {toll free Canada)
e s 1-215-207-0061 (Americas)
Hoj7 SEE 198

+44 1235 239670 (Europe)

+441235 239671 (Middle East/Africa)
+353 (D)1 90 2166 (Ireland, avalable
to the public 08.00-22.00)

000 800 100 7479 (Hindi)

wasEols),
Tel: (032) §23-0899

In India Imported By:

Tansha

AT Wadala Shriram,
Industrial Estate,

G, 0. Ambekar Marg, Wadala,
Mumbai - 400 031, India

Tel: 022-43560400

SDS: SP-03-01-3 (Armeicas)
SP-98-01-3-El (Europe)

See Safety Data Sheet for first aid and
additional product information.

In Spain Distributed By:
Vestilab Cre, S.u.

Cira Rubi - Terrassa
BP-1503 K. 19,4 08192
Sant Quirze del Valles
Barcelona Espana

CIF: B-65622821

Tel: 83.736,35.10
info@uestilabcom

For Industrial Use Only.

m
FORMULE POUR SALLE BLANCHE PHARMACELTIQUE
Peraxyde d ydregéne & 3,00 % enwiw

dans [au USP pour injection Fitré 2 02 ym

INGREDIENTES

Peroxyde d'hydregéne
(CAS T722-84-1).
Rutres Ingrédients: Ueau

Fiche de données de s

é demande.
Woir le récipient pour e lot # date dexpiration

NUMERO D'URGENCE

1-866-928-0789 (sans frais USA)
1-800-579-7421 (Canada sans frais)
12152070081 (Amerigues)

+441235 239670 (LEurope)

+441235 239671 (Moyen-Orient/Afrique)
+3145 4259 61 (INRS/ORFILA)

+363 (011808 2166 (Irlande, disponible
au public 08.00-22.00),

000 800100 7479 (Hindi)

SOS: P-0801-3-CFR [Ameriques)
$.98.01-3 FR (Europe)

Vair la fiche de données de sécurité pour
les premiers secours et des informations
complémentaires sur le produit.

Réservé aun Usage Industriel.
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o LS 0.2 um i 1838

B _

gEE

(CAS TI22BAT) v ¥4

HREEYEE

MHEHER: BREMEIFED,

Ak B AL B 3R E 4R

S

EEFREMNHSTEMAE

EHELER AR REEE

EIRE W EE:

37 (24/).

+B6 532 8 386 9090

$DS: 5P-9.01-3-P
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SDS: SP-98-01-3-K0

B2 M U =7 AE HEE oH
dlo|6] AEE BESHAL.

A ArBERIE
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PHARMAZEUTISCHE REINRALM-REZEPTUR
Wasserstofiperoxid von 300 % w/w in USP
Wasser fiir Injektionszwecke Filtricrt bei 02 pm

BESTANDTEILEN:
Wasserstofiperoxid
(CAS 7722881} 1o aen 3%

Sicherheitsdatenblatt auf Anfrage erhaltlich
Siahe Behalter fir Los #1 Haltbarkeitsdatum

NOTRUFNUMMER:
+441235 239 670 (Europa)
+401235 239 671 (Wittlerer Dsten/Afrika)

508: SP-98-01-3-GR

Erste Hilfe und usitzliche
Produktinformationen  finden Sie im
Sicherheitsdatenblatt.

Nur fiir den Industriellen Gebrauch.

ES |8V
\T‘NL‘DA?

Case Label SPER-3%-00
Any specific product label is available upon request.

Rev1121

SPER-10-200L-3% Drum

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8335 www.sterile.com
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STERI-PEROX® 3%

Sterile
Label #: SPER-3%-00 * Rev1121
Patents/les brevets: www.sterile.com/patents

Manufactured By/ Fabriqué Par:

Veltek Associates, Inc.
15 Lee Boulevard
Malvern, PA 19355-1234
USA Tel: 610-644-8335
www.sterile.com

EN

PHARMACEUTICAL CLEANROOM FORMULA
Hydrogen Peroxide at 3.00% w/w in USP
Water For Injection Filtered at 0.2 um

INGREDIENTS:

Hydrogen Peroxide
(CAS 7722-84-1) .ceeceeeeeeeeeeee e 3%

OTHER INGREDIENTS: Water

Safety data sheet available on request
See container for lot # / Exp Date

EMERGENCY NUMBER:

1-866-928-0789 (toll free USA) +44 1235 239671 (Middle East/Africa)
1-800-579-7421 (toll free Canada) 000 800 100 7479 (Hindi)
1-215-207-0061 (Americas) +86 532 8 388 9090 (China)

+44 1235 239670 (Europe) +82 2 3479 8401 (S. Korea)

+353 (0)1 809 2166 (Ireland, available to the public 08.00-22.00)

See Safety Data Sheet for first aid and additional product information.

For Industrial Use Only.

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8335 www.sterile.com
01DEC2022 DEC
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ADDITIONAL DOCUMENTATION

Upon request, the following additional documentation is available:
e Product Testing Reports

e Product Labels

e Product Validation

e Safety Data Sheet

e Sample Lot Specific Documentation — Product Release Certificate containing analytical and
sterility data tested to current USP compendium.

VAI®’s SCMD Product Family

VATI’s Sterile Chemical Manufacturing Division (SCMD) manufactures a complete range of
cleaning agents and disinfectants that are used daily in cleanroom operations. Overall, VAI’s
capabilities for manufacturing products include the ability to fill aerosol, bulk, and unitdose
packages in ISO 5 or 7 (Grade A/B). Our aseptic filling operations are coupled with the validated
and proven ability to irradiate a final product. Assurances are taken in every aspect of SCMD
concerning sterility and particulate removal. VAI’s operations mirror current GMP’s and
enforces the adherence to USP specifications. VAl is an EPA and FDA registered facility.

For more information call 610-644-8335, email sales@sterile.com or visit our website at
www.sterile.com. Patents: www.sterile.com/patents

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8335 www.sterile.com
01DEC2022 DEC
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