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PRODUCT OVERVIEW

VAI® manufactures a USP grade bulk Water for Injection (WFI) that is processed to comply with
the standards required by the pharmaceutical, biotechnology, medical device, and healthcare
industries. VAI WFI Quality Water is an innovative solution for GMP facilities that demand the
use of a sterile WFI quality water in their daily operations but do not have it readily available on site.
VAI WFI Quality Water is ready-to-use and can be used throughout any facility for chemical
formulation, disinfectant dilution, cleaning, rinsing, and lubrication. Lubrication of moving parts,
process lines, and conveyors is essential for continuous and effortless manufacturing. VAI’s WFI
Quality Water is produced from a 6 effect distilled water system that is validated, routinely
monitored, and passes all USP monograph requirements for “Water for Injection.”

VAI WFI Quality Water is filled in ISO 7 cleanroom (Grade B), filtered at 0.2 microns, and
subsequently terminally sterilized to 107 sterility assurance level. Each lot of VAI WFI Quality
Water is sterility tested according to current USP Compendium, is tested for endotoxins, is
completely traceable, and has been completely validated for sterility and shelf life. VAI WFI
Quality Water is delivered with lot specific analytical, irradiation, and sterility data, tested to
current USP compendium.

VAI WFI Quality Water is available sterile in multiple container sizes including an 11 oz
aerosol, a 16 oz trigger spray, a 1 gallon, a 2 gallon, and a 200 liter drum. The 11 oz aerosol spray
can precipitates in a broad spray/mist without aspiration of the room’s air during use. Non-
aspiration ensures that the master reservoir of VAI WFI Quality Water remains sterile from the
first drop to the last drop. Included with each aerosol can of VAI WFI Quality is a nozzle
extension that allow operators to use in hard to reach places or on intricate mechanical parts. Each
sterile container of VAI WFI Quality Water is individually double bagged and packaged in two
liner bags using the ABCD Cleanroom Introduction System®.

VAI WFI Quality Water is not for human or animal injection, diagnostic, or
therapeutic use.

Quality and Manufacturing
e Filled in an ISO 7 cleanroom (Grade B)
e Filtered at 0.2 microns
e Components are air washed with 0.2 micron filtered air before assembly
e Gamma irradiated at 10° SAL
e Lot sterility tested according to current USP compendium
e Lot tested for endotoxins
e Completely traceable from start to finish
e Completely validated for sterility and shelf life
e Produced from a validated 6 effect distilled water system

e Passes all USP monograph requires for “Water for Injection”

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
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Features and Benefits

Each sterile container is double bagged packaged in easy tear bags
Quadruple bagged in the ABCD Cleanroom Introduction System®
Individually labeled with lot number and expiration

Delivered with lot specific analytical, irradiation, and sterility data, tested to current USP
compendium

Available in sterile in multiple container sizes
Ready-to-use
Available in 11 0z acrosol that will not aspirate the room’s air

11 oz aerosol delivered with one unattached nozzle extension for use in hard to reach areas or
when lubricating intricate machinery and equipment parts

For use on a multitude of surfaces
Lubricates for continuous and effortless manufacturing
Meets the needs for USP grade WFI when required in cleanroom operations

Ideal for operations that do not have USP grade WFI readily available

Product Uses

Cleanroom operations that do not have USP grade WFI readily available
Chemical formulation and disinfectant dilution

Lubricating

Rinsing and cleaning

Use limitations: not for human or animal injection, diagnostic, or therapeutic use

2 Gallon Water
VAI-WFI-2G

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
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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 and after each are removed individual containers are each additionally contained in

two easy tear bags.
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CHEMICAL SPECIFICATIONS

VAI WFI Quality Water — USP Grade Bulk Water for Injection

Certificate of Analysis Specifications
Conductivity </=5uS/cm
TOC <8.0 mg/L
LAL Result <0.25 EU/ml
Appearance Clear Liquid
Ammonia </=0.2 ppm
Residue on Evaporation Max 0.001%
pH 50-7.0
Calcium No Turbidity
Nitrates <0.2 ppm
Expiration Period 2 years

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
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ORDERING INFORMATION

VAI WFI Quality Water — USP Grade Bulk Water for Injection

Part Number Description Qty/cs.

VAI WFI Quality Water, 11 oz Aerosol Spray/Mist,
VAI-WFI-SP-11Z Unattached o4

Nozzle Extension, Sterile

VAI-WFI-16Z VAI WFI Quality Water, 16 oz, Attached Trigger, Sterile 12
VAI-WFI-1G VAI WFI Quality Water, 1 Gallon, Sterile 4
VAI-WFI-2G VAl WFI Quality Water, 2 Gallons, Sterile 2
VAI-WFI-200L VAI WFI Quality Water, 200L Drum, Single Bagged, Sterile | 1
VAI-WFI-200L-2B VAI WFI Quality Water, 200L Drum, Double Bagged, Sterile | 1

=

AIWFI Quality \\'fmrl
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VAI-WFI-1G VAI-WFI-16Z VAI-WFI-200L

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
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LABELING
VALI’s Product Label Colors

Label Background Bar&l.lﬂ
podu s Bt anCalor

DECOM-AHOL WH FORMULA 70% AEROSOL PRINTED CAN OO0 L GREY ---

'

DECON-AHOL WH FORMULA 0% TRIGGER SPRAY, 18 5 GALLON WHITE CO0L GREY
DECON-AHOLWF FORMULA 70% SOUEEZE BOTTLE WHITE SEMI-TRAMSFARENT 00L GREY
DECOM-AHOL WH FORMULA 70% ASEFTI-(LEANSE BOTTLE WHITE SEMI-TRAMSFARENT COOL GREY ---
DECON-AHOLWFI FORMULA 60% WHITE WHITE -
DECON-AHOLWF FORMLULA 1% WHITE WHITE -
WHITE WHITE --
STER-AHOL WH AERGSOL WHITE FRINTED (AN WHITE ---
STER-AHOL WH TRIGGER SPRAY, 1 &5 GALLON WHITE WHITE -
DECON-HAND STERILE WHITE SEMI-TRAMSFARENT FRINTED BOTTLE ---
DECOM-HAND WON-STERILE CLEAR FRINTED BOTTLE ---
DECON-HAND ASEPTI-CLEANSE BOTTLE WHITE SEMI-TRAMSFARENT WHITE ---
STERI-OIL WHITE WHITE -
STERI-BUFFER CLEAR WHITE --
DECON-FHENE WHITE WHITE -

DECON-CYCLE WHITE WHITE --
WHITE WHITE -
D ECON-QUAT 100 WHITE WHITE --
DECON-QUAT 200 WHITE WHITE -
DIECON-GUAT 200Y WHITE WHITE -
HYPO-CHLOR 0.25% WHITE WHITE --
HYP0-CHLOR 0.52% WHITE WHITE --
HYP0-CHLOR 5.25% WHITE WHITE -
STERI-PEROX 2% WHITE WHITE -
STERI-PEROX 6% WHITE WHITE --
DECON-SPORE 200 PLUS (SPORICIDE) WHITE SEMI-TRAMZFARENT WHITE --
DECOM-SPORE 200 PLUS (DISINFECTANT) WHITE SEMI-TRAMSFARENT WHITE -
STEEL-ERIGHT WHITE WHITE --

STERI-SILICON WHITE BLACK
DECOM-GLASS WHITE WHITE --
VAI'WFI QUALITY WATER WHITE WHITE --

STERWATER WHITE WHITE

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
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Product Labeling

VAI® WFI Quality Water
USP Grade Bulk Water for Injection

™ STERILE/STERILE

par rayons gamma & 10° SAL
Not Contants/Contenu Net:
6. u (473 mL)sz
[15 Galons (57 L)]
ueomv!comm anouveau # VAIWFII6Z
16allon (3.791)x4
l:l [4 Gallons (1521)]
Reorder/Commandez a nouveau # VAIWFIG
2Gallons (761)x2

[4Galons (1521)]
Reorder/Commandez 4 nouveau # VA-WFI-2G

VAI" WFI Quality Water#

Filtered at 0.2 ym and Gamma Iraciated at 10* SAL/Fitré 3 0,2ym et radig ot or uman o animl njtion, dagnestic, or terspeuti

) i
Fitered at0.2ym and Gamma Iradiated at 0° SAL - CALE e Flteret ved 0.2um og gammabestrilet ved 10° SAL
Ingredients: 100% WFI Quality Water El! IOO%WFIM
mﬁnwxgggmm 84, 5B Ar—g;,g: IHhoti Tgnukerdmdyv injection, diagnostic eller
wnxnsa .
SOS: VEL- 49 (Americas), VEL- M- (Europe) ERANRE *ggfmm»ss 5328388 9090. DV
e Cond) 125 AR, (lenesevAria).

‘the pubic 08.00 -2200), 000 800 100 7479 (Hinds)
For Industrial Use Only
)

STERLE
Al 0,2um et irracké par ayons gamma 3 10°SAL
COMPOSANTS: lnnmnmm'ﬂ

Filtrato 20,2 um e irradiato con ragg! gamma a 10+ SAL ;ms
INGREDIENTI: 100% acqua dl quallta WFI
Iragglamento rosso

Kum i Industriol Brug

Non per iniezione umano o animale, diagnostica, o uso
terapeutico.

Fas pour njction humaine ou animale, de diagnostic ou

At voor mensuls of o ijectin dignostichoal
therapeutische toapassing.

Mississauga, Ontario LN 527
" ng‘gszrsm Tel: (032) 623-0899

/Et . Sterile/Sté :

Labe Eluot AL W0 - Sl Sike aspour e S08: VELUHT
S (Modio Oriens/Aica).
anutacture Intaly g st e i ot Riservate
Blee bt Sallia diGrote Portela APGEACE 8 2870 o bl Uy 00 5 S
NUMEROD! H 89 (sans fas 1
Malvorn, PA19356-1234,USA 3400044 Frascat (Roma) R 38 o 7 ki i
Tk e Tel.+39 06 90530130 itat
vowwsterle.com b Y
Itek Associates, Inc. v."l.hc s i ibuted By: -353 ()1 809 2166 (riande, disponible au public 08.00-22.00) Slehe Behaker fur Los #/ Haltbarkeftsdatum/

Postbus 1062, 6200 BB Cm - 'T‘-Emu ‘Réservé 3 un Usage Industriel Micht for njktionen,diagnostscha odar herapautische
Lelystad, Nederland Pl Zwecke boi Menschen ador Tieren.
6k 0.0 00000 Shot e de Vol Esrem
wwwsterile.com Barcelona Espana Filtrado a 0.2 um e Iradiado can rayos gamma a 10° SAL T
In Canada, distributed by/Au Canada,  CIF: B-65622821 COMPONENTES: 00% agua de calldad WFI *
distribué par: Tek: 937363510 v« mlpmum)mu Fecha de caduckdad/indicador Osten/Afrka).
gzm & Kms:;ogu info@vestiab.com Nor 0 don Industriellen Gebrauch
Apol P :43 ae;g::mweecwn humano o animal, e diagnésticoouso gy

madeinusa  IACOE o : ) Fitn

Fabrique aux Fisher Sciontific (’i‘gn “;b‘:%g; MWI:“‘“‘ S05: VEL-UG-ASP (Américas), VEL-W-SP (Europa)

Etats-Unis 12 Colonnads Road . v Inte for aller djurs injektion, diagnostik eller
Ottawa, Ontario, Canada Telk 022-43560400 ‘costo Canada), 1-215- 1 sk \di

» %&zo-m-ml In Kﬂ:}f“fg}"" By(3a% B): Reservado para Uso Industrial ‘Produktinfornation.
VWR Intemational 1
. BlE FHA Ho|? FH2 AL W

2360 Argentia Road Tz, e e s

‘ongeluiken en aanvullende productinformatie.
S0S: VEL-US-DU

Oosten/Afrika).

Enkal Voor Industrieel Gebrulk
KO (8130
0.2umOLH WEFY % 10< SALOIA] 2ok At
4¥:100% WFI 32| &
871014 Lﬂllﬁlﬂl’/‘ﬁ Yot BAXIE WWME

EM Ab et E=E X8

£ x{n Fl f.sn “ B ool Mg

g Ell El! uu 3419 8401
o AgE e

Case Label VAI-WFI-00 Rev 02/23

Any specific product label is available upon request.

16 oz Attached Trigger Spray
VAI-WFI-16Z

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

Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
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Product Labeling (Continued)
VAI® WFI Quality Water

Filtered at 0.2 microns, sterilized via gamma irradiation and lot tested for sterility and endotoxins
Ingredients:

WFI Quality Water ..., 100%

Container and Product Sterilized and Distributed by:

Veltek Associates, Inc.

15 Lee Blvd.

Malvern, PA 19355-1234 USA
Tel: 1-610-644-8335

Fax: 1-610-644-8336
www.sterile.com

Made in USA

USE LIMITATIONS

Not for human or animal injection, diagnostic, or therapeutic use.
Net Contents: 16 oz (473 mL)
Reorder Number: VAI-WFI-SP-11Z

HAZARD & PRECAUTIONARY STATEMENTS

The contents of this can are under pressure. Keep away from flame or intense heat. Do not
puncture or burn empty can. Do not store in direct sunlight or temperature above 120°F (49°C).
Avoid freezing.

Spill/Exposure Emergency Response Service call CARECHEM24: 1-866-928-0789 (toll free
USA), 1-800-579-7421 (toll free Canada), 1-215-207-0061 (Americas), +44 1235 239670
(Europe), +44 1235 239671 (Middle East/Africa), +353 (0)1 809 2166 (Ireland, available to the
public 08.00 —22.00), 000 800 100 7479 (Hindi)

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
07FEB2024
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Product Labeling (Continued)
VAI® WFI Quality Water

B Sterile/ Stérile

VAI' WFI Quality Water Aerosol

Filtered at0.2ym and Gamma Irradiated at 10 SAL/Filtré a 0,2 :"‘,.._,‘”‘"'"-""‘—""*

B

BT
n--.u-.m—-_--.m
COMPOIBNTES: 0

: 0 vatn 0 Wit
. Intefor manniskors eller djurs injektion, diagnostik eller terapeutisk

L)

STERLE

Fitrerad vid02ym och qunmabestriad vid 10°SAL
INGTEDIENSER: KO vaten.

pm et irradié par rayons gamma a 10 SAL Notfor human or animal injection, diagnostic, Noes para
WARNING prsis contines sy v ATl E"ﬂm-w-:mm-nnmm ‘A'E‘v"ﬂ?é
A spaks,
WARNING ATTENTION ATENCION ATTENZIONE e e o e n
™ ) Besiytes I
ACHTUNG VARNING ADVARSEL ummmﬂmuw deashia n concentraciones sevacas. m-hnmmwuw'(nu"ﬂ“umlmm
yriy Son Sy mm-nam&mm i
WAARSCHUWING 5 AT 0 Rt e -
00 oy YRSt - AT s SISV B AP (i, S5 VLB A P(Ewoyal SSVELTBALL
Net Contents/Contenu Net: 30025 e e ek A 21,0 O MIMERO € ENERGBICA: 155628 71 (sn oy LS, D3 s s o, ),
06 (s 525500475 s 44 126 2970 (g, 44 ZB 25 e Tl nduswil By
11fl. 0z. (325 mL) x 24 [2.1 Gallons (78 L)] Fm ml.')
Reorder/Commandez a nouveau # VAIWFI-SP-1IZ Rmunulmp:-mrn 5_ ] — "“‘_u_- _ S
Label/Etiquette # VAI-WFI-AER0-00 - Sterile/Stérile Pas pour i Gefltert mit L2 5m und Gamma-bestrahlnit 10°SAL r
0323 i i ON. BESTATELBE 0% Waservon W Qualtst- sl
s RIS T8 pret: et ckter s et B chalewr. Nicht fiir Injektionen, diagnostische oder therapeutische 2wecke bei “xm h
Initaly o e, Menschen oder Teren. Wi JUWING i sy st g,
es, In 1T e
15 Loo Bv Malvern, PA19355.1234 ] e i e et
644-8%; stechEn ige Sihing wrsozaben
Tel. +39 06 90530130 o P Lo
m;al: dmlh;hlhylm - m"ﬁmtmm-musmm uwtummmm -m;gaum
m,d.u“““n ek AT 1206 O O 12106 0 S8R .
! ™ .+ 01 03 265 O, oo 3 pbl 0220, ED D 04 P53 i) 0 (e, + 12 el Vour ndestrie Gk
2 Dr. Kanata " Réseréd un gt st Wor i en sl Gebcauch ZH()
Inlndia inporied oy: Tok: (808) 695-8070 ENE . 02ums AROEH, SALI 106
a
i i Jonti i acquad qualld W ” " Fivorad vid 02um och gamabesteaiad v 1S
:&:’:d‘h Shrram, Industrial mmmtd Non periniezione umano o animale, diagnostica, o uso terapeutico. |-nn-‘.-=|- ) *’éﬁ;A%ﬂﬂm’ ER, ISUREUAT i,
5. D. Ambekar Marg, Wadala, Ottawa, Ontario, Canada ONE ortreesasiants s i s anvandnin
jumbai - 400 031, KETLE I 0. mwu AR, A, Bk AT, LRI TR
Made in USA. ol 022-43550400 Tok 1800-234.7437 VARNING - W ﬁ;ﬁ BB A o] BRGS0 C R T AR
Fabrique aux Etats-Unis VESTLABCRC SLU, we ploeel m . o St i e ﬁagaﬁ:ﬁ#%ﬁm"sﬁmn.
. Qmmh Terrassa Misisags Ottt 21 T Selftare iyt ghngddondessingndiar RN L6 ]
2970 ': . PR(24/)\8):
Rseratea o ndstre [rom— e u(m-gm)l,
Encas i lcusted Bk

Case Label VAI-WFI-AERO-00 Rev 03/23

Any specific product label is available upon request.

11 oz Aerosol Spray
VAI-WFI-SP-11Z

Veltek Associates, Inc.

15 Lee Boulevard, Malvern, PA 19355-1234

Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
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Product Labeling (Continued)
VAI® WFI Quality Water

Filtered at 0.2 microns, sterilized via gamma irradiation and lot tested for sterility and endotoxins
Ingredients:

WFI Quality Water ..., 100%

Net Contents: 11 0z (325 mL)

Reorder Number: VAI-WFI-SP-11Z

Container and Product Sterilized and Distributed by:

Veltek Associates, Inc.

15 Lee Blvd.

Malvern, PA 19355-1234 USA
Tel: 1-610-644-8335

Fax: 1-610-644-8336
wwwe.sterile.com

Made in USA
USE LIMITATIONS

Not for human or animal injection, diagnostic, or therapeutic use.

HAZARD & PRECAUTIONARY STATEMENTS

The contents of this can are under pressure. Keep away from flame or intense heat. Do not
puncture or burn empty can. Do not store in direct sunlight or temperature above 120°F (49°C).
Avoid freezing.

Spill/Exposure Emergency Response Service call CARECHEM24:

1-866-928-0789 (toll free USA), 1-800-579-7421 (toll free Canada), 1-215-207-0061 (Americas),
+44 1235 239670 (Europe), +44 1235 239671 (Middle East/Africa), +353 (0)1 809 2166 (Ireland,
available to the public 08.00 —22.00), 000 800 100 7479 (Hindi), Chinese 0532-8388 9090 and
Korean +82 2 3479 8401

Veltek Associates, Inc.
15 Lee Boulevard, Malvern, PA 19355-1234
Tel: 610-644-8335 Fax: 610-644-8336 www.sterile.com
07FEB2024
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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 (SDS)

e Sample Lot Specific Documentation — Delivered with lot specific analytical, irradiation, and
sterility data, tested to current USP compendium

VAI's SCMD Family of Products

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 unit dose
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: 610-644-8336 www.sterile.com
07FEB2024
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