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Certificate of Analysis

Ethanol 0.400 Calibrator

Solution Lot 091610-4

Preparation Date 09/16/10

Prepared By RFB B1463

Method Gravimetric

Solvent UltraPure Water

Amount 500 ml

Storage Working container: room temp
Stock solution: refrigerate

Expiration Date 09/2013

Analysis Method GC/FID

Calibration Curve Linear Regression

Number of Points 4

Date Analyzed 09/30/10

Linearity 0.9999

Calibrators Cerilliant'

Measured Value 0.399?

Difference from

target 0.001

Verified RFB B1463

! 0.4, 0.2, 0.1, and 0.02 calibrators, respectively: Cerilliant FN040909-01, Cerilliant FN070209-01,
Cerilliant FN 102609-03, and Cerilliant FN 030409-01
% Average of 4 measurements




Certificate of Analysis

Ethanol 0.200 Calibrator

Solution Lot 091610-2

Preparation Date 09/16/10

Prepared By RFB B1463

Method Gravimetric

Solvent UltraPure Water

Amount 500 ml

Storage Working container: room temp
' Stock solution: refrigerate

Expiration Date 09/2013

Analysis Method GC/FID

Calibration Curve Linear Regression

Number of Points 4

Date Analyzed 09/30/10

Linearity 0.9999

Calibrators Cerilliant’

Measured Value 0.1992

Difference from

target 0.001

Verified RFB B1463

- 104,02, 0.1, and 0.02 calibrators, respectively: Cerilliant FN040909-01, Cerilliant FN070209-01,
Cerilliant FN 102609-03, and Cerilliant FN 030409-01
% Average of 4 measurements




Solution Lot
Preparation Date
Prepared By
Method

Solvent

Amount

Storage

Expiration Date

Analysis Method
Calibration Curve

Number of Points .

Date Analyzed
Linearity
Calibrators
Measured Value
Difference from
target

Verified

Certificate of Analysis

Ethanol 0.100 Calibrator

091610-1

09/16/10

RFB B1463

Gravimetric

UltraPure Water

500 mi

Working container: room temp
Stock solution: refrigerate
09/2013

GC/FID

Linear Regression
4

09/30/10

0.9999

Cerilliant

0.0992

0.001

RFB B1463

10.4,0.2, 0.1, and 0.02 calibrators, respectively: Cerilliant FN040909-01, Cerilliant FN070209-01,

Cerilliant FN 102609-03, and Cerilliant FN 030409-01
? Average of 4 measurements




Certificate of Analysis

Ethanol 0.020 Calibrator

Solution Lot 091610-02

Preparation Date 09/16/10

Prepared By RFB B1463

Method Gravimetric

Solvent UltraPure Water

Amount 500 ml

Storage Working container: room temp
Stock solution: refrigerate

Expiration Date 09/2013

Analysis Method GC/FID

Calibration Curve Linear Regression

Number of Points 4

Date Analyzed 09/30/10

Linearity 0.9999

Calibrators Cerilliant’

Measured Value 0.0212

Difference from

target 0.001

Verified RFB B1463

10.4,0.2,0.1, and 0.02 calibrators, respectively: Cerilliant FN040909-01, Cerilliant FN070209-01,
Cerilliant FN 102609-03, and Cerilliant FN 030409-01

% Average of 4 measurements
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Whole Blood Ethanol Control

Level 2

.NTENDED USE

FOR IN VITRO DIAGNOSTIC USE

LiquiSPx™ Whole Blood Ethanol Control is an assayed quality control
material intended for use in monitoring the accuracy and precision of the
quantitative determination of ethanol in whole blood.

SUMMARY AND PRINCIPLE

This product is to be used exactly as directed for the patient sample in
order to monitor, and thus minimize the potential for technical and
performance errors in routine testing.

PRODUCT DESCRIPTION

LiquiSP, Whole Blood Ethanol Control is prepared from stabilized normal
human whole blood with the addition of ethanol. This product has been
assigned lot-specific ethanol values using quantitative analytical methods.
This product is packaged 5.0 mL per vial.

STORAGE AND STABILITY
LiquiSP, Whole Blood Ethanol Control is stable until the expiration date on
the package when stored unopened at < -20°C and 30 days after opening
when stored at 2-8°C. Once thawed and unopened, the product is stable
for 12 months at 2-8°C. This product may be thawed and re-frozen one
time only. Discard any contaminated material. Microbial contamination is
evidenced by an increase in turbidity and/or a characteristic odor.

A PRECAUTIONS

Human source material. Treat as potentially infectious.

Each serum/plasma donor unit used in the manufacture of this product
has been tested by FDA accepted methods and found non-reactive for
the presence of HBsAg and antibody to HIV-1/2, HCV and HIV-1 Ag.
While these methods are highly accurate, they do not guarantee that all
infected units will be detected. Because no known test method can offer
omplete assurance the hepatitis B virus, hepatitis C virus, human
immunodeficiency virus (H1V) or other infectious agents are absent, all
products containing human source material should be considered
potentially infectious and handled with the same precautions used with
patient specimens.

This product contains 0.09% sodium azide as a preservative. Sodium
azide may react with lead and copper plumbing to form potentially
explosive compounds. Flush with excess water upon disposal.

PROCEDURE

Allow the refrigerated controls to warm to room temperature (18-25° C) and
gently swirl the control material prior to use in order to ensure product
homogeneity. QC materials should be used in accordance with local,
state, and/or federal regulations or accreditation requirements.

LIMITATIONS

This material is a control for methods listed in the ASSIGNED VALUES
section; it is not to be used as a calibrator. Accurate and reproducible
results are dependent upon properly functioning instruments, reagents,
standardization, and proper laboratory techniques. Individual laboratories
may not obtain the mean.assigned value as listed.

VALUE ASSIGNMENT
The mean values and expected ranges printed in this insert were derived
from extensive replicate analyses and are specific for this lot.

Values listed below were generated by Cliniga, the reagent/instrument
manufacturer and/or independent laboratories in accordance with an
established protocol.

Procedural or assay modifications may alter the mean value obtained.
Each laboratory should establish its own parameters of precision; use the
mean assigned values and expected ranges provided only as guidelines.

ASSIGNED VALUES

Lot No.: 1002171
Level 2 Exp. Date: 2014-03
. ) Expected
Method Units Mean Range
Gas Chromatography mg/dL 194 175-214
REFERENCES

Baselt, R.C. Analytical Procedures for Therapeutic Drug Monitoring and
Emergency Toxicology. Littleton, MA, PSG Publishing, 1987.

For in vitro diagnostic use

See package insert for proper use

C19

SALES AND FOR ORDERS AND
CLINIQA CORPORATION TECHNICAL SUPPORT CUSTOMER SERVICE CEpartner4U
288 Distribution St. P: 800 728 5205 P: 800 728 5205 Esdoornlaan 13
San Marcos, CA 92078 +1 760 744 1900 +1 760 744 1900 3951 DB Maarn, The Netherlands
USA F: +1 760 571 5198 F: +1 760 571 5197 P: +31(0)6 516 536 26
www.cliniga.com csgroup@cliniga.com
RE-ORDER INFORMATION
Whole Blood Ethanol Control
Catalog No. Catalog No. Catalog No.

93211

Level 1,6 x5 mL

©
CLINIQA,

93212

Level 2,6 x5 mL

03213

Level 3,6 x5 mL

33101_03 3/25/10
© 2008 Cliniga Corporation. All rights reserved.




Whole Blood Ethanol Control

“Level 2

INTENDED USE

FOR IN VITRO DIAGNOSTIC USE

LiquiSP,™ Whole Blood Ethanol Control is an assayed quality control
material intended for use in monitoring the accuracy and precision of the
quantitative determination of ethanol in whole blood.

SUMMARY AND PRINCIPLE

This product is to be used exactly as directed for the patient sample in
order to monitor, and thus minimize the potential for technical and
performance errors In routine testing.

PRODUCT DESCRIPTION :
LiquiSP, Whole Blood Ethanol Control is prepared from stabilized normal
human whole blood with the addition of ethanol. This product has been
assigned lot-specific ethanol values using quantitative analytical methods.
This product is packaged 5.0 mL per vial.

8%
2% STORAGE AND STABILITY
LiquiSP, Whole Blood Ethanol Control is stable until the expiration date on
the -package when stored unopened at 2-8°C and 45 days after opening
when stored at 2-8°C. Discard any contaminated material. Microbial
contamination Is evidenced by an increase in turbidity and/or a
characteristic odor.

& PRECAUTIONS
Human source material. Treat as potentially infectious.
Each serum/plasma donor unit used In the manufacture of this product
has been tested by FDA accepted methods and found non-reactive for
the presence of HBsAg and antibody to HIV-1/2, HCV and HIV-1 Ag.

~ While these methods are highly accurate, they do not guarantee that all
infected units will be detected. Because no known test method can offer
complete assurance the hepatitis B virus, hepatitis C virus, human
immunodeficiency virus (HIV) or other infectious agents are absent, all
products containing human source material should be considered
potentially infectious and handled with' the same precautions used with
patient specimens.

“This product contains 0.09% sodium azide as a preservative. Sodium
azide may react with lead and copper plumbing to form potentially
explosive compounds. Flush with excess water upon disposal.

PROCEDURE

Allow the refrigerated controls to warm to room temperature (18-25° C) and
gently swirl the control material prior to use in order to ensure product
homogeneity. QC materials should be used in accordance with local,
state, and/or federal regulations or accreditation requirements.
LIMITATIONS

This material is a contro! for methods listed in the ASSIGNED VALUES
section; It Is not to be used as a calibrator. Accurate and reproducible
results are dependent upon properly functioning instruments, reagents,
standardization, and proper laboratory techniques. Individual laboratories
may not obtaln the mean assigned value as listed.

VALUE ASSIGNMENT :

The mean values and expected ranges printed in this insert were derived
from extensive replicate analyses and are specific for this lot.

Values listed below were generated by Cliniga, the reagent/instrument
manufacturer and/or independent laboratories in accordance with an
established protocol. '

Procedural or assay modifications may alter the mean value obtained.
Each laboratory should establish its own parameters of precision; use the
mean assigned values and expected ranges provided only as guidelines. -

ASSIGNED VALUES

Lot No.: 1002171A
Level 2 Exp. Date: 2014-03
. Expected
Method Units Mean ~Range
Gas Chromatography mg/dL 194 175 -214
REFERENCES .

Baselt, R.C. Analytical Procedures for Therapeutic Drug Monitoring and
Emergency Toxicology. Littleton, MA, PSG Publishing, 1987.

For in vitro diagnostic-use

See package insert for proper use

C1d

SALES AND FOR ORDERS AND
CLINIQA CORPORATION TECHNICAL SUPPORT CUSTOMER SERVICE CEpartner4U
288 Distribution St. P: 800 728 5205 P: 800 728 5205 Esdoornlaan 13
San Marcos, CA 92078 +1 760 744 1900 +1 760 744 1900 3951 DB Maarn, The Netherlands
USA F: +1 760 571 5198 F: +1 760 571 5197 P: +31 (0)6 516 536 26
www.clivnigv a.com csgroup@cliniga.com
RE-ORDER INFORMATION
Whole Blood Ethanol Control
Catalog No. Catalog No. Catalog No.
93211 93212 93213

Level 1,6 x 5 mL

Level 2,6 x 5 mL

(4

CLINIQA,

Level 3,6 x5 mL

33101_04 12/6/10
© 2008 Clinlqa Corporation. All rights reserved.
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Revision 1
Page 1 of2

Certificate of Analysts e
Certified Reference Standard - NIST Traceable 190, s

CERTIFICATE AR135}

Ethanol-10 ISO/IEC 17025
Ethyl Alcohol et Nis?
Catalog Number: E-040 : 1SO 9001:2000
Solution Lot: FN061108-01 - PRy A
Expiration Date: June 2013
Diluent: ’ Water
Volume per Ampule: 12 mL
Storage: Protect from light, refrigerate. Do not fieeze.
- Intended Use: For laboratory use only. Not suitable for human or animal consumption.

«  Expiration Date has been established through real time stability studies
= Ampules are overfilled to ensure a minimum 1.2 mL volume £IL. We advise laboratories to use measured volumes of this standard solution when dilution
or exact volume is required. ) '

Component . Chromatographic Purity Concentration
Ethanol 100% 10.00 + 0.04 mg/dL

*  Uncertainty of the concentration is expressed as an expanded uncertainty in accordance with ISO 17025 and ISO Guide 34 at the 95% confidence interval

using a coverage factor of k=2, has been calculated by statistical analysis of our production system and incorporates uncertainty of the purity factor, material |f
density and mass. g

NIST Traceability:
«  This calibration was conducted using standards whose values are traceable to the SI through NIST.

«  Gravimetrically prepared using qualified balances calibrated semi-anpually by Mettler Toledo using NIST traceable weights. Calibration verification is
performed weekly and prior to each use utilizing NIST traceable weights. Each balance has been assigned a minimum weighing by Mettler Toledo taking
into consideration the balance and installed environmental conditions to ensure weighing complies with USP tolerances of no more than 0.1% relative emror.

«  Concentration is verified against a 4-point calibration curve prepared from a NIST SRM.

I

Solution Standard Analysis and Homogeneity:

Concentration compared Calibration Curve (ng/mL) Homogeneity
Solution Lot Number NIST SRM Lot # 2897 : %RSD
Standard Actual Acceptance : Actual Acceptance
Results Criteria Results Criteria
New Lot FN061108-01 10.15 +2.0% 0.7% <2.0%
Prior Lot FNO011107-01 10.15 . +2.0% 0.3% <2.0%

« Concentration is calculated as the average of multiple analyses compared to a calibration curve prepared from a NIST SRM.

= Homogeneity of the New Lot is ensured through rigorous production process controls developed through statistical analysis and risk assessment of each
process and verified by analysis of the solution standard. The %RSD of samples pulled from across the lot demonstrates homo geneity of the New Lot.

= The %RSD of the Prior Lot represents variability of the analysis.

Cerilliant certifies that this standard meets the specifications stated in this certificate and warrants this product to meet the
stated acceptance criteria through the expiration date.

*********** . ]
£ ACLASS’ X ok
K ' ‘ February 14, 2009

*
Fhekknk K : -
Lara Sparks, Quality Assurance Director Date

811 Paloma Drive, Suite A, Round Rock, TX 78665 8008487837 / 512-2389974




€&JCerilliant’

E-040
FN061108-01
Revision 1
Page 2 of 2

Solution Standard Assay Parameters

Analysis Method: GC/FID Headspace

Column: DB-ALC1 30 m x 0.53 mm ID, 3.0 pm filin thickness
Temp Program: 40°C hold for 12 min

Injector Temp: 200°C

Detector Temp: 250°C

NIST Calibration Curve

NIST SRM Lot # 2897

Calibration Curve: Linear Regression
Number of Points 4

Linearity (x): 1.000

Each point is analyzed in triplicale

Neat Material Verification
GC/FID Headspace Analysis

i 10
TRACE GC-Channel
1 — Hhanal 35330428
E0405513.daf
My RelentionTime 0
1 lemg = ’
=W = 4 m =
ff S o Al
T ““I"‘” AN AL LA LR LR L RN LR AL
0 ? § ] § 0 fl # 1
Hinules

COA Revision History

Revision Date Reason for Revision
00 8/4/2008 Initial version
01 2/18/2009 Revised COA template to comply with ISO/IEC 17025 reduirements.

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-238-9974




. BE-056
=) @E@ FIN030409-01
' : Revision 0
Pagelof2

s e reng s maes e o R

Certificate of Analysis

GUIDERS

. ] . 1SQ GUIDE:34  °
Certified Reference Material - NIST Traceable i T
Ethanol-20 ISO/EC 17028
: EthyZAlcohol 150 900112000,
Catalog Numb er: E-056 ) ctx%Erﬁ:Tg:zE:?s .
Solution Lot: FN030409-01 ) e
_Expiration Date: March 2014
~=, Diluent: ’ Water
Volume per Ampule: 12 mL
Storage: Protect from light, refrigerate. Do not freeze.
Inténded Use: For laboratory use only. Not suifébfl’; for human or animal consumption.

= Expiration Date has been established through real time stability stu?ﬁ‘es R

= Ampules are overfilled to ensure a minimum 1.2 vaolume.:ﬁll. We advise laboratories to wse measured volumes of this solution standard before diluting
to the desired concentration. S ’

Component © Chyoniifo gitap}',\;i.g: Purity . Concentration “I
 Bthanol U 0% T ©20.000.07 mg/dL,
= Chromatographic purity of the solution is veriﬁt:é& pg‘J‘s't é:mpulir}g to provide assurance of no contamination or degradation during

manufacturing. .

= Uncertainty of the concentration is pi_gpressed agan i?kp?ii}ded uncertainty in accordance with ISO/IEC 17025 and ISO Guide 34 at the 95%
confidence interval using a coverage factor of k=2 and }Jés‘beﬁi{'éa!c\ﬂated by statistical analysis Of-our production system. Uncertainty
includes uncertainty of the purity factor, materjal 'dénsify and, I'h_é.s'é‘.-Purity factor uneertainty incorporates uncertainty of all analyses
performed to characterize the rtaw material in@lﬁdiné}bﬁfo‘m&tbgrabhic purity and residual water. -Mass uncertainty incorporates
uncertainty of the balance in its installed envirbnment Emd weighing techniquend j\’;iz"'”.as determined through repeatability experiments using
Cerilliant established weighing procedures. o

s This standard meets the definition of a Certified Referencé Material in accordance with ISO‘Qp-ik'i‘é 34.

Traceability

s This standard and its preparation are fully traceable to the'ST through NIST. .

= This standard was gravimeirically prepared using qualified balaiiéds calibrated semi-annually by Mettler Toledo, an ISOMEC 17025
accredited company, using NIST traceable weights. Calibration verification is performed weekly through the range of the balance and
then prior to each use. All calibration verifications are performed uiilizing NIST traceable weights which are externally calibrated on an
annual basis by a qualified ISO 17025 accredited calibration laboratory. Weigh tapes verifying pre-use balance calibration are included in
the production batch record for this standard. Each balance has been assigned a minimum weighing by Metiler Toledo taking into
consideration the balance and installed enyironmental conditions to ensure weighing complies with USP tolerances of no more than 0.1%
relative error. :

= Concentration is analytically verified by multiple analyses directly to a NIST §

Cerilliant certifies that this standard meets the specifications stated in this certificate and warrants this product to meet the
stated acceptance criteria through the expiration date when stored unopened as recommended. Product should be used shorily
after.opening to avoid conceniration changes due to evaporation. Warranty does not apply to ampoules stored after opening.

&
by

April 27, 2009

Lara Sparks, Quality Assurance Director Date

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-238Q974




E-056
FN030409-01
Revision 0
Page 2 of 2

Analytical Verification of Solution Standard Concentration and Homogeneity

: NIST SRM Lot and
Solution - i
olution Lot Number Concentration Conceniration used for %RSD
Standard (mg/ml) Assay
New Lot FN030409-01 2041 SRM 2891 1.1% Homogeneity
Prior Lot FN022207-02 20.02 0.01951% + 0.00018% 2.3% System Suitability |

= Concentration is calculated as the averags of multiple analyses by GC Headspace compared directly to the NIST SRM lot listed above.
Acceptance criteria of £2.0% incorporates variability of the analysis. Concentration of the NIST SRM lot is as certified by NIST.

= Homogeneity of the New Lot is ensured through the use of validated processes and verified by analysis. The %RSD of samples pulled
from across the lot demonstrates homogeneity of the New Lot.

= The %RSD of the Prior Lot represents variability of the analysisperformed during solution standard release testing and system
suitability. Triplicate injections of the Prior Lot are brqcketé& at ‘:h'é"beginnipg and end of the sequence. %RSD criteria of <2% ensures i
system performance throughout the sequence. - . : . . s |
= All testing equipment is fully qualified mrggg"h;én installation qualification and annudl operational qualifications.

*  Solution Standard Assay Parameters . JE
Analysis Method: ~ GC/FID Headspacsg . R '
Column: DB-ALC1 30 m % 0.53 mm ID, 3.0 pm film thickness

Termp Program: 40°C hold for 12 min
Injector Temp: 200°C

Raw Material Verification by GC/FID

T, eCTOGooeD]

Nom.
%

- Ethanol

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-8487837 / 512-238-9974




Cerilliant’

Analytical Reference Standards

Certificate of Analysts

Ethanol-40

Eihyl alcohol
Catalog Nmmber: E-045
Solution Lot: FN080307-02
Expiration Date: Angust 2012
Diluent: Water
Volume per Ampule: 1.2ml
Storage: Protect from light, refiigerate. Do not fieeze.

Intended Use:

+ Expiration Date has besn established through real time stability studies.
+ Ampules are overfilled to ensure a minimutm 5 mL volume fill. We advise laboratories to
before dilnting to the desired concentration.

E-045

' FN080307-02

Revision 2

150 GUIDE 34

ACCRERVED
SENICATE Ak1293

ACZREDITED
€T 2L AT

CERTIFIED
CUTIFILATE 3835,

l
H—C—C—H

I
H H

For laboratory use only. Not suitable for human or amimal consumption.

use measured volumes of this standard solution

.
’ Component Chromatographic Purity Concentration
Ethanol 100% 40.00 # 1.24 mg/dL

+ Chromatographic purity of the solution is

manufacturing.

verified post ampuling to provide assurance of no contamination or degradatioin during

¢ The range of concentration is determined by statistical process control of our production and analysis systems with a 95% confidence.

Traceability

+ The standard and its preparation are fully traceable to the S through NIST.

environmental conditions to ensure weighing complies with USP tolerances of no more than 0.

+ Concentration is analytically verified by multiple analyses to & calibration curve prepared from

+ Gravimetrically prepared using qualified balances calibrated semi-annually by Mettler Toledo, an ISO/IEC 17025 aceredited company,
using NIST traceable weights, Calibration verification performed weekly through the range of the balance
All calibration verifications are performed utilizing NIST traceable weights which are externally calibrated on an anumal basis by a qualified

1SO 17025 accredited calibration Jaboratory. Weigh tapes verifying pre-use balance calibration are included in the production batch record for
this standard, Each balance has been assigned a minimum weighing by Mettler Toledo taking into consideration ‘

—

and then prior to each use.

the balance and installed
1% relative error.

aNIST SRM.

Cerilliant certifies that this standard meets the specifications stated in this certificate and warr

acceptance criteria through the expiration/retest date.

Authorized Signature: ¢ QQM

April 22, 2009

Lara Sparks, Quality Assurance Director

Cerilliant Corporation 811 Paloma Drive, Suite A, Round Rock, TX 78665

Date

800-848-7837 / 512-238-9974

[ -

ISO/IEC- 17025

1SO 2001:2000

ants this product to meet the stated.

’

o




E-045
FN080307-02

Revision 2
Analytical Verification of Solution Standard Concentration and Homogeneity
Solution Standard Lot Number Concentration (mg/dL) | % Difference from Target Homogeneity % RSD
New Lot 'EN080307-02 40.2 0.5 04
Previous Lot FIN082406-01 405 1.2 13

+ Concentration values are determined by comparison to an independent calibration curve prepared from a NIST ehtanol standard (SRM 1828a). The
concentration range is caleulated from the distribution of multiple analyses of the new standard with a 95% degree of confidence.

+  Homogeneity of the New Lot is ensured through rigorous production process controls statistically analyzed to evaluate risk and verified by analysis. The
% RSD of samples pulled from across the lot demonstrate homogeneity of the New Lot. ’

+ The % RSD ofthe Previous Lot represents variability of the analysis performed during solution standard release testing. % RSD criteria of < 2% engures

™% system performance throughout the sequence. i

+ Al testing equipment is fully qualified through an installation qualification and annual operational qualifications. Prior to analysis, system suitability

is demonstrated.

. Solution Standard Assay Parareters

Analysis Method: GC/FID Headspace

Column: DB-ALC 30 n1 % 0.53 mm ID, 3.0 pum film thickness
Temp Program: . 40°C Isothermal for 12 minutes

Injector Temp: 200°C

Detector Temp: 250°C

Raw Material Verification by GC/FID

) ' 0
a TRAGE GC-Channel
1 — Elhanol 3010428 L
E008618.dal
00)  RelenlionTime |
Name = ] z
= m = o =|
W S oo
5
‘lllllll lll!lilll LK) ]llll “ll"lll lllllllll ‘||‘(|I(l llllllill Illl[llllA
0 2 { B 8 il it # 1
Hines

wame

Cerilliant Corporation 811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-238-9974




E-030
FN042808-02
Revision 2
Page 1 of 2

Certified Reference Standard - NIST Traceable
: : _ Ethanol-80

Ethyl Alcohol
Catalog Number: E-030
Solution Lot: ) FN042808-02
Expiration Date: April 2013
Diluent: ‘Water
T Volume per Ampule: 1.2 mL
Storage: Protect from light, refrigerate. Do not freeze.
Tntended Use: For laboratory use only. Not suitable for human or animal consumption. : -
n  Expiration Date has been established through real time stability W i
m  Ampules are overfilled to ensure a minimum 1.2 mL volum i Ve advi borafories to.use measured volumes of this standard solution when dilutionﬂ

or exact volume is required.

Concentration
80.0 & 0.2 mg/dL

] Guide 34 at the 95% confidence interval
rites uncertainty of the purity Factor, material ||

Component
Ethanol
= Uncertainty of the concentration is expressed as an & pan g
using a coverage factor of k=2, has be;
density and mass. :
NIST Traceability:
n  This calibration was conducted using is
®  Gravimetrically prepared using qualifi § Halanées
performed weeldy and prior to each usfg‘,;:%“:_}liz'ihg'
into consideration the balance and installéd &

'ST through NIST:, * ¥ ¢ '

nyallyhy N:Iet;,len;Tpledb"ilsing,Ni,ST tm e%ble weights, Calibration verification is

ceabl _,WQ}EH Esoh baldnce b i ‘minimum weighing by Metiler Toledo taking
ditions to ens ghiifp: rances of no more than 0.1% relative error.

Yy ot

Concentration is verified against a 4~

Homogeneity
%RSD

Solution

Standard Lot Number Actual Acceptance
Resulis Criteria
New Lot~ TIN042808-02 0.0% <2.0%
Prior Lot FN111406-01 ¥ 0 1.7% <2.0%
NIST Conirol NIST 2893 % 1.1% <2.0%

= Concentration is calculated as the average of multiple analyses compared to a NIST SRM calibration curve.
u  Homogeneity of the New Lot is ensured through rigorous production process controls developed through statistical analysis and risk assessment of each
process and verified by analysis of the solution standard, The %RSD of samples pulled from across the lot demonstrates homogeneity of the New Lot.

1 The %RSD of the Prior Lot represents variability of the analysis.

ST iy

Cerilliant certifies that this standard meets the specifications stated in this certificate and warrants this product to meet the
stated acceptance criteria through the expiration date.

****k‘k***** ﬁ
+ACLASS" x |
* Kng it January 26, 2009 - H
Lata Sparks, Quality Assurance Director Date

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-2389974




E-030

FIN042808-02
Revision 2
Page 2 of 2
Solution Standard Assay Parameters NIST Culibration Curve b
" Analysis Method: GC/FID Headspace NIST SRM Lot;# 2897
Column: DB-ALCi 30 mx 0.53 mm ID, 3.0 pm film thickness Calibration Curve: ILinear Regression
Temp Program: 40°C hold for 12 min Number of Points 4
Injector Temp: 200°C Linearity (r): 1.000
Detector Temp: 250°C Each point is analyzed in triplicate
Neat Material Verification
GC/FID Headspace Analysis
40
TRIGE GC-Channe
1 — Elhanol 3530428
LG
Wy RelenlonTime
Nemg =
2
10 =
0 ! § § § fl 1l 1 (]
_ Milgs
COA Revision History
Revision Date . Reason for Revision
00 6/11/2008 Tnitial version .
01 8/15/2008 Revised Footnote 2 to state “analytical concentration” from “prepared concentration”.
02 1/26/2009 Revised COA templaté‘ to comply with ISO/IEC 17025 requirements.
b

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 5122389974




E-031

@@ W‘ﬁ &ﬁ@m ﬁ:m ' FN102609-03

Revision 0
Page 1 of 2

Certificate of Analysis
Certified Reference Standard - NIST Traceable - et

Ethanol-100 SOl 02e
Ethyl Alcohol ' 150 9001:2000
Catalog Number: E-031 : : CRRTFCATE 3524
Solution Lot: FN102609-03
Expiration Date; October 2014
Diluent: Water ' .
Yolume per Ampoule: 12mL
Storage: Refrigerate, Do not freeze.
Intended Use: For laboratory use only. Not suitable for human or animal consumption.

= [Expiration Date has been established through real time stability studies and applies to the ampoule stored unopened at the recommended storage condition.

= Ampoules are overfilled to ensure a minimum 1.2 mL volume fill. We advise laboratories t6 use measured volumes of this standard solution before diluting
lo the desired concentration. The standard should be used immediately after opening to avoid concentration changes due to evaporation.

Component Solution Chromatographic Purity . Certified Concentration
Ethanol 100% 100.0 £ 0.4 mg/dL
»  Unceftainty of the concentration, expressed in terms of volume, is an expanded uncertainty in accordance with [SO 17025 and 1SO Guide
34 at the 95% confidence interval using a coverage factor of k=2 and has been calculated by statistical analysis of our production methods
applicable (o ethanol reference standards and incorporates uncertainty of the purity factor, material density and mass measurement, The

dispensing process is sufficiently controlled as to not be a significant contributor to uncertainty calculations and is, therefore, excluded.
Solution stability is established through real time stability studies and is, therefore, excluded.

s When expressed in percentage terms, the relative standard uncertainty of the concentration is 0,175% and the relative expanded uncertainty
is 0.35% at the 95% confidence interval (k=2). |

s The purity factor (PF) mass balance measurement equation is used to calculate the amount of ethanol required to achieve an accurate
concentration of the solution standard, accounting for both purity and residual water content.

= Pyrity factor has been established through independent certification of the neat analyte to ISO 172025 standards — See page 2.
Soluuon pux nty is vern" ed post am poulm g 4 'md demonstr'\tes no cont'\m ination or degmdqtlon has occurred,

Traceability to ST through NIST:

w This standard has been prepared and certified under the ISO Guide 34 and ISO/IEC 17025 standards and meets the requirements of a
Certified Reference Material as defined by 1SO.

s Gravimelrically prepared using qualified balances calibrated semi-annually by Mettler Toledo to ISO 17025 requirements and using NIST
traceable weights. Qualification of each balance includes the assignment of a minimum weighing by Mettler Toledo taking into
consideration the balance and installed environmental conditions to ensure each weighing complies with USP tolerances of NMT 0.1%
relative uncertainty.

= Balance calibration adjustments are performed weekly utilizing the balance’s internal adjustment mechanism and with NIST txaceable

weights.

= Balance calibration is verified prior to each use and is performed utilizing NIST traceable weights. Weigh tapes from the balance
calibration are included in the production batch record for this standard. Production data package available upon request.

= Fill volume is gravimetrically verified throughout the dispensing process using qualified balances calibrated with NIST traceable weights.

« Weight sets used for all balance calibrations are calibrated externally by an 1SO 17025 accredited calibration laboratory to NIST standards.

Conccnu "mon of‘ this sland'xrd 11'18 been analytlcally veuf‘ ed '1gamst a NIST SRM 'md a Control usmg a V'\lxdnted melhod See page 2

Cerilliant certifies that this standard meets the specifications stated in this certificate and warrants this product to meet the stated acceptance criteria through the
expiration date. Warranty applies to ampoules stored unopened and stored under the recommended storage conditions. Warranty and expiry do not extend to
solutjons into which this product has been incorporated. Establishment of shelf life of all such products is the responsibility of the user.

¢ gng" November 5, 2009

Lara Sparks, Quality Assurance Director Date

811 Paloma Drive, Suile A, Round Rock, TX 78665 ’ 800-848-7837 / 512-2389974 -
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Analytical Verification of Solution Standard Conceniration and Batch Homogenelity:
- Homogeneity !
SRS Results compared to NIST Results compared to '
ZSO]UHOU Lot Number SRM Lot 2894 Control (ampoulc' fo ampoule
Standard consisteney)
(mg/dL) % RSD
New Lot FN102609-03 100.0 -0.02% 1.22%
Prior Lot FN091009-01 100.0 -0.03% 1.14%
Acceptance Criteria +2% +2% <2%
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concentration.
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homogeneity of the New Lol

w

i

Concentration is calculated as the average of multiple analyses conducted using a validated Headspace GC/FID method. The validated
GC/HS method has been demonstrated to adequately detect and quantitate ethanol concentrations ranging from 5 to 600 mg/dL. Relative
standard uncertainty of the analysis is 1.675% and includes both uncertainty of the analytical method and uncertainty of the NIST SRM

The Control is independently prepared from a different lot of neat ethanol to ensure no bias in the analysis and independently qualified

Homogeneity is ensured through rigorous production process conirols statistically analyzed to evaluate risk and verified by analysis. The
%RSD of samples pulled from across the lot using a stratified random sampling plan demonstrates ampoule to ampoule consistency or

The %RSD of the Prior Lot represents system suitability on the date of analysis. Triplicate injections of the Prior Lot are bracketed at the
beginning and end of the sequence. %RSD criteria ensures proper system performance throughout the sequence.

All instruments used for certification of the neat materials and verification of the solution concentration and homogeneity are fuily

qualified through an Installation Qualification and an Operational Qualification which is repeated annually. System suitability is
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performed daily with rigorous acceplanc
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Solution Standard Assay Parameters
GC/FID Headspace

DB-ALC1 30 m x 0.53 mm D, 3.0 pm film

Analysis Method:

Column;
thickness

Temp Prograny:
200°C
230°C

Injector Temp:

Detector Temp:

40°C hold for 12 min
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Neat Material Analysis

Purity by GC/FID Analysis: 100.00%
Water Content by Karl Fischer: 0.08%
Purity Factor: 99.92%

The purity fuctor (PF) mass balance measyurement equation is used (o
caleulate the amount of ethanol required ta achieve an accurale
concentration of the solution siandard, accounting for both purily and
resichial water conlen,
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811 Poloma Drive, Suile A, Round Rock, TX 78665

800-848-7837 / 512-238-9974




B-041

Cerilliant’ FN020108-01

Anglyticol Reference Standards Revision 1

&

‘e

S ‘ i',. ’
SO GUIDE 34

L ° I
Certificate of Analysis g
CLRANFICATE ATI Y52

1SO 9001:2000
CERTIFIED
crrnuieat 1052

Ethanol-150

Ethyl alcohol
Catalog Number: B-041 ’ H OH
Solution Lot: FIN020108-01 I
Expiration Date: February 2013 H—C—C—H
Solvent: ‘Water ‘ l
Amount per Ampule: 1.2 mL H H
Storage: . Protect from light, refrigerate. Do not freeze.
Handling: . We advise laboratories to use measured volumes of this standard solution before

diluting to the desired concentration.

Intended Use: For laboratory use only. Not suitable for human or animal consumption.

Chromatographic
Component Purity’ Conceniration”

Ethanol 99% 150.0 £ 4.7 mg/dL

! See following pages for more information. )
2 . . . e - . .
*  The range of the prepared concentration 1s determined by statistical process control of our production and analysis systems with a 95% confidence.

_Cerilliant certifies that this standard mieets or exceeds the specifications stated in this data sheet. Accuracy is ensured by purity
determinations and gravimetric preparation using balances calibrated with NIST traceable weights. Precision is guarémteed by
triplicate analysis and comparison to previous lots (when available). Homogeneity is demonstrated by random analysis of the
ampuled standard. ‘

7@/\0\. O Sl : -y 23, 2
Authorized Signature: ngv‘/b\ﬂ January 3 009

Lara Sparks, Quality Assurance Director Date

Cerilliant Corporation 811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-238-9974




Standard Solution Comparabilily

Standard Lot Number Concentration® % Difference
Solution (ng/dL) Jfirom Target
New Lot FN020108-01 152.3

Previous Lot FN101206-01 1533 2.2

E-041
FN020108-01
Revision 1

Standard Solution Homogeneity

Ampuling Concentration” Mecn % RSD
Position (ing/dL)

Early 152.8

Middle 152.9

Late 152.8 1528 0.0

Concentration values are determined by comparison to an independent calibration curve prepared from a NIST standard (SRM 2897).

We suggest using the prepared concentration value for dilutions. The concentr:

of the new standard with a 95% degree of confidence.

Standard Solution Assay Parameters

Analysis Method: GC/FID Headspace

Column: DB-ALCI 30 mx 0.53 mm ID, 3.0 pm film thickness
Temp Program: 40°C hold for 12 min

Injector Temp: 200°C

Detector Temp: 250°C

Neat Material Data

Ethanol
35330-42B
99%

Compound Name:
Compound Lot:
Chromatographic Purity:

Neat Muterial Verification

GC/FID Headspace Analysis
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Cerilliant Corporation

Calibration Curve:
Number of Points: 4
Linearity (x):

ation range is caleulated from the distribution of multiple analyses

Linear Regression

0.999

Each point is analyzed in triplicate.

Chemical Formula: C,H0
CAS Number: 64-17-5
Molecular Weight: 46.07

Column:

Temp Program:
Carrier Gas:
Flow Rate:
Detector Temp:
iujector:

Injector Temp:
HS Oven Temp:
Injectioﬁ Volume:
Incubation Time:

DB-ALCI 30 m x 0.53 mm, 3 pm film thickness
40°C (12 min) to 220°C at 40°C/min (5.5 min)
Helium )

2.0 mL/min

250°C

Headspace Sampler

200°C

200°C

1.0mL

10 minutes

.

C:\ChromQucstSO\Projcm\Dcfau]t\Data\EO405 613.ﬁat

Data File Name:

Operator: CAW

Instrument: GC#4

Method: AM1087

Sample Name: 35330-42B

Acquired: April 6,2006 10:37 AM
Peak Compound Area Area %
1 Pressure peak NA NA

2 Ethanol 322644078 100.0
Total 100.0

811 Paloma Drive, Suite A, Round Rock, TX 78665

800-848-7837 / 512-233-9974
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Certificate of Analysis
Certified Reference Standard - NIST Traceable ettt

Ethanol-200 IS W02
Ethyl Alcohol 1SO 9001:2000
Catalog Number: E-032 CERTFCATE 34
Solution Lot: FN070209-01
Expiration Date: July 2014
Diluent: Water
Volume per Ampoule: 1.2mL
Storage: Refrigerate. Do not freeze. .
Intended Use: For laboratory use only. Not suitable for human or animal consumption,

» Expiration Date has been established through real time stability studies and applies to the ampoule stored unopened at the recommended storage condition.

n Ampoules are overfilled to ensure a minimum 1.2 mL volume fill. We advise laboratories to use measured volumes of this standard solution before diluting
10 the desired concentration. The standard should be used immediately after opening to avoid concentration changes due to evaporation,

Component Solution Chromatographic Purity Certified Concentration
Ethanol . 100% 200.0 + 0.7 mg/dL
s Uncertainty of the concentration, expressed in terms of volume, is an expanded uncertainty in accordance with ISO 17025 and ISO Guide
134 at the 95% confidence interval using a coverage factor of k=2 and has been calculated by statistical analysis of our production methods
applicable to ethanol reference standards and incorporates uncertainty of the purity factor, material density and mass measurement. The

dispensing process is sufficiently controlled as to not be a significant contributor to uncertainty calculations and is, therefore, excluded.
Solution stability is established through real time stability studies and is, therefore, excluded.
= When expressed in percentage terms, the relative standard uncertainty of the concentration is 0.175% and the relative expanded uncerfainty
is 0.35% at the 95% confidence interval (k=2), |
u The purity Factor (PF) mass balance measurement equation is nsed to calculate the amount of ethanol required to achieve an accurate
concentration of the solution standard, accounting for both purity and residual water content. :
s Purity factor has been established through independent certification of the neat analyte to ISO 172025 standards — See page 2.
= Solution purity is verified post ampouling and demonstrate

Traceability to ST through NIST:

u This standard has been prepared and certified under the 18O Guide 34 and ISO/[EC 17025 standards and meets the requirementé ofa
Certified Reference Material as defined by ISO, '

 Gravimetrically prepared using qualified balances calibrated semi-annually by Meitler Toledo to ISO 17025 requirements and using NIST
traceable weights. Qualificition of each balance includes the assignment of'a minimum weighing by Mettler Toledo taking into
consideration the balance and instailed environmental conditions to ensure each weighing complies with USP tolerances of NMT 0.1%
relative uncertainty.

= Balance calibration adjustments are performed weekly utilizing the balance’s internal adjustment mechanism and with NIST traceable
weights.

= Balance calibration is verified prior to each use and is performed utilizing NIST traceable weights. Weigh tapes from the balance
calibration are included in the production batch record for this standard. Production data package available upon request.

s Fill volume is gravimetrically verified throughout the dispensing process using qualified balances calibrated with NIST traceable weights, [l

Weight sets used for all balance calibrations are calibrated externally by an 1SO 17025 accredited cal ibration laboratory to NIST standards.

standard has been analytically verified against a NIST SRM and a Control using a validated method. See page 2.

S e A e e L ST SR T o

s no contamination or degradation has occurred.

e
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T T

Cerilliant certifies that this standard meets the specifications staled in this certificate and warrants this product to meet the stated acceptance criteria through the
expiration date. Warranty applies to ampoules stored unopened and stored under the recommended storage conditions. Warranty and expiry do not extend to
solutions inlo which this product has been incorporated. Establishment of shelf life of all such products is the responsibility of the user.

ﬁ‘k oA | August 11, 2009

Lara Sparks, Quality Assurance Director Date

811 Paloma Drive, Suile A, Round Rock, TX 78665 800-8487837 / 5122389974
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Analytical Verification of Solution Standard Concentration and Batclh Homogeneity:

Homogeneity
R Results compared to NIST Results compared to
Solution Lot Number SRM Lot 2895 Control (Ampoule to ampoule
Standard consistency)
(mg/dL) o, RSD
New Lot FN070209-01 201.9 -0.11% . 0.73%
Prior Lot FN110107-02 2013 . -0.39% 1.53%
Acceptance Criteria +2% +2% <2%

= Concentration is calculated as the average of multiple analyses conducted using a validated Headspace GC/FID method, The validated
GC/HS method has been demonstrated to adequately detect and quantitate ethanol concentrations ranging from § to 600 mg/dL. Relative
standard uncertainty of the analysis is 1.675% and includes both uncertainty of the analytical method and uncertainty of the NIST SRM
concentration,

= The Contro! is independently prepared from a different lot of neat ethanol to ensure no bias in the analysis and independently qualified
against a NIST SRM, ) )

v Homogeneity is ensured through rigorous production process controls statistically analyzed to evaluate risk and verified by analysis. The
%RSD of samples pulted from across the lot using a stratified random sampling plan demonstrates ampoule to ampoule consistency or
homogeneity of the New Lot. '

s The %RSD of the Prior Lot represents system suitability on the date of analysis. Triplicate injections of the Prior Lot are bracketed at the
beginning and end of the sequence. %RSD criteria ensures proper system performance throughout the sequence.

= All instruments used for certification of the neat materials and verification of the solution concentration and homogeneity are fully

qualified through an Installation Qualification and an Operational Qualification which is repeated annually, System suilability is

perform ous acceptance criteria to ensure the system continues to perform within the validated parameters.

e e S e = e

e

Solution Standard Assay Parameters Neat Material Analysis

Analysis Method:  GC/FID Headspace Purity by GC/FID Analysis: ' 100.00%

Columun: DB-ALCI 30 m x 0.53 mm ID, 3.0 pm film ater C by Karl Fiscl 0.08%
thickness . Water Content by ICar] Fischer: .08%

Temp Program: 40°C hold for 12 min Purity Factor: 99.92%

Tnjector Temp: 200°C The purity factor (PF) mass balance measurement equation is used fo

. caleulate the amount of ethanol required to achieve an accurale
Detector Temp: 250°C concentration of the solution stundard, accounting for both purity and

residual waier content.
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811 Paloma Drive, Suile A, Round Rock, TX 78665 800-848-7837 / 512-238-9974
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Certificate of Analysis Rt
Certified Reference Material - NIST Traceable e

Ethanol-400 ‘Soi‘c"lé&o}%‘?ﬁ
. CERTIFICAIE AT1A52

, Eihyl Alcohol . 156 S0ii:2000
Catalog Number: E-036 CRTFED ™ .
Solution Lot: . FN040909-01 e

~Expiration Date: April 2014
~z, Diluent: Water

Volume per Ampule: 1.2 mL : .
Storage: Protect from light, refrigerate. Do not freeze.
Intended Use: For laboratory use only. No‘t suitdble-for human or animal consumption.

= Expiration Date has been established through real time stabilitygﬁi'diés.

u  Ampules are overfilled to ensure a minimum 1.2 mL vo}umé‘ﬁll. We advise laboratories to use measured volurmes of this solution standard before diluting
to the desired concentration. T

Component - Chroﬁlatograpﬁlc Purity ' Concentration m

Ethanol L 100% 400.0 % 1.4 mg/dL I

'» Chromsatographic puity of the soliition is ve{:ified post ampuling to provide assurance of no contamination or degradation during ‘
manufacturing, e R '

= Unccrtainfy of the concentration is expressed’:ﬁ an exparf;ied‘tmcertainty in accordance with ISO/IEC 17025 and ISO Guide 34 at the 95% |j
confidence interval using a coverage factor 0@\1?",’,2. and hag been calcnlated by statistical analysis of our production system. Uncertainty |

includes uncertainty of the purity factor, maté’nal denmtyand mass. Purity factor uncertainty incorporates uncertainty of all analyses

.

performed to characterize the raw miaferial inglﬁgiipg chiroratographic purity and residual water. Mass uncertainty incorporates I
uncertainty of the balance in its installed environtheht and weighing technique and ‘whs determined through repeatability experiments using ||
Cerilliant established weighing procedures. - "0 © s D : . o o

finition of a Certified Reférerice Matefiél}:@ﬂ,.éécogdancé"ﬁith 180

= This standard meets the de

Traceability

= This standard and its preparation are fully traceable to the SI through NIST.

= This standard was gravimetrically prepared using qualified balances calibrated semi-annually by Mettler Toledo, an ISO/IEC 17025
accredited company, using NIST traceable weights. Calibration verification is performed weekly through the range of the balance and
then prior to each use. All calibration verifications are performed utilizing NIST traceable wei ghts which are externally calibrated on an
annual basis by a qualified ISO 170235 accredited calibration laboratory. Weigh tapes verifying pre-use balance calibration are included in
the production batch record for this standard. Each balance has been assigned a minimum weighing by Mettler Toledo taking into
consideration the balance and installed environmental conditions to ensure weighing complies with USP tolerances of no more than 0.1%
relative error.

= Concentration is analytically verified by multiple analyses dire

Cerilliant certifies that this standard meets the specifications stated in this certificate and warranis this product fo meet the
stated acceptance criteria through the expiration date when stored unopened as recommended. Product should be used shortly
after opening to avoid concentration changes due to evaporation. Warranty does not apply to ampoules stored after opening.,

QQJ‘& g?w“@ May 22, 2009

Lara Sparks, Quality Assurance Director Date

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512:238-9974
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Analytical Verification of Solution Standard-Concentration and Homogeneity

5 NIST SRM Lot and
Soluti i
g t(;:lld:lf:i Lot Number ‘ Corgr(f;x/’g;;:wn Concenttzgc;; used for . %RSD
New Lot FN040909-01 405.0 SRM 2896 1.7% Homogeneity
Prior Lot FN092507-01 397.7 0.2980% = 0.0030% 0.9% System Suitability

= Concentration is caleulated as the average of multiple analyses by GC Headspace compared directly to the NIST SRM lot listed above.
Acceptance criteria of +2.0% incorporates variability of the analysis. Concentration of the NIST SRM lot is as certified by NIST.

= Homogeneity of the New Lot is ensured through the use of validated processes and verified by analysis. The %RSD of samples pulled
from across the lot deronstrates homogeneity of the New Lot.

= The %RSD of the Prior Lot represents variability of the analysis performed during solution standard release testing and system
suitability. Triplicats injections of the Prior Lot are bracketed at the begmmng and end of the sequence. %RSD criteria of <2% énsures f

system performance thronghout the sequence. = i
= All testmg eqmpment is fully quahﬁed tbrough an mstallahon quahﬁcatmn and annual operational qualifications.

Solution éféﬁ&.ﬁrd Assay Parameters .-

Analysis Method: GC/FID Headspace

Column; DB-ALC1 30 m % 0.53 mm lD 3 0 ;,lm ﬁlm thwkness
Temp Program: 40°C hold for 12 min
Injector Temp: 200°C

Detector Temp

Raw Material Verification by GC/FID

FIDT A, (0109\80126805.0)
countsj 4
fa
2000008 :
1500008
1000008
5000001

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-8487837 / 512:238-9974
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Cerilliant FN011408-01

Anclylice] Reference Slandards Revision 1

AT |

Certificate of Analysis
' : CERTMHICNE ATT352

150 9001:2000
CERNEIED
CERMOICATE 2054

Ethanol-500

Ethyl alcohol
Catalog Number: E-053 H OH
Solution Lot: - FN011408-01
Expiration Date: TJanuary 2013 . H—C—C—~H
Solvent: ‘Water | l
Amount per Ampule: 1.2 mL R H
Storage: Protect from light, refrigerate. Do Not Freeze.
Handling: We advise laboratories to use measured volumes of this standard solution before
diluting to the desired concentration.
Intended Use: For laboratory use only. Not suitable for human or animal consumption.
Chromatographic
Component Purity’ Concentration”
Ethanol 99% 500.0 % 15.5 mg/dL

! Determined by chromatographic analysis. See following pages for more information.
The range of the prepared concentration is determined by statistical process control of our production and analysis systens with a 95% confidence.

Cerilliant certifies that this standard meets or exceeds the specifications stated in this data sheet. Accuracy is ensured by purity

determinations and gravimetric preparation using balances calibrated with NIST traceable weights. Precision is guaranteed by

triplicate analysis and comparison to previous lots (when available). Homogeneity is demonstrated by random analysis of the
"ampuled standard. ) 4

Authorized Signature: ﬁﬂ&‘ %M  January 23,2 009

Lara Sparks, Quality Assurance Director Date

Cerilliant Corporation. 811 Paloma Drive, Suite A, Round Roé:k, 'I‘X 18665 800-848-7837/ 512-238-9974




Standard Solution Comparability

E-053
FN011408-01
Revision 1

Standard Solution Homogeneity

Standard Lot Number Concentration® % Difference Ampuling Concentration” Mean® % RSD
Solution (mg/dL) from Target Position (ing/dL) :
New Lot FN011408-01 506.7 1.3 Early 505.8
LPr(:vious Lot FN071406-01 505.5 i 1.1 Middle 504.5
- Late .509.8 506.7 0.5

Concentration values are determined by comparison to an independent calibration curve prepared from a NIST ethanol standard (SRM 2897).

‘We suggest using the prepared concentration value for dilutions. The concentration range i

of the new standard with a 95% degree of confidence.

s caloulated from the distribution of multiple analyses

Standard Solution Assay Parameters

Analysis Method: GC/FID Headspace Calibration Curve: Lil.lear Regression
Column: DB-ALC1 30 m x 0.53 mm D, 3.0 pm film thickness Number of Points: 4
Temp Program: 40°C hold for 12 min Linearity (¢): - 0.999
Injector Temp: 200°C
Detector Temp: 250°C

Neat Material Data
Compound Name: Ethanol Chemical Formula: C,HO
Compound Lot: 35330-42B CAS Number: 64-17-5
Chemical Purity:, 95% Molecular Weight: 46.07

Spectral and Physical Data

" GC/FID Heﬁdspace Analysis

DB-ALCI 30 m x 0.53 mm, 3 pm film ’thickness

] .Column:
{ Temp Program: 40°C (12 min) to 220°C at 40°C/min (5.5 min)
U TRACE G0 Channd i Carrier Gas: Helium '
Flow Rate: 2.0 mL/min
1 7 Ehanl ¥0428 F | Detector Temp: 250°C
MG da 1 Injector: Headspace Sampler
My RelentonTime el Injector Temp: 200°C
Name = | HS Oven Temp:, 200°C
P a. [ || Injection Volume: 1.0mL
- = ] = ‘ Tncubation Time: 10 minutes
=W = =
= it i ; | DataFile Name: C:A\ChromQuest30\Proj ects\DefauliData\E0403613.dat
] :‘—i E - | Operator: CAW
Instrument: GCi4
0 S M) || Method: AM1087
—~ 4 ] Sample Name: 35330-42B
’ 1 ~r | Acquired: April 6,2006 10:37 AM
. i
T T e T | Peal Compound Area Area %
0 2 4 § § K i i 1
Vintles 1 Pressure peak NA NA -
F—" R 2 Ethanol 322644078 100.0
Total 100.0

Cerilliant Corporation

811 Paloma Drive, Suite A, Round Rocl, TX 78665

800-848-7837 / 512-238-9974




