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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
LiquiSPx 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°c
2% STORAGE AND STABILITY
LiquiSP,x 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.

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
«mmunodeficiency 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 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.: 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 Monitering and
Emergency Toxicology. Littleton, MA, PSG Publishing, 1987.

For in vitro diagnostic use

See package insert for proper use
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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
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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 x5 mL

CLINIQA,

Level 3, 6 x 5 mL
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© 2008 Cliniqa Corporation. All rights reserved.
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Certificate of Analysis
» | L ISO GUIDE 34
Certified Reference Material - NIST Traceable LA

Ethanol-20 1S0/1EC 17025
Ethyl A[coho[ (ER?VUICAYE AT1352

Catalog Number: E-056 150 23;9;!5532000
Solution Lot: FN030409-01 e
Expiration Date: March 2014
Diluent: Water
Volume per Ampule: 12mL
Storage: Protect from light, 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.

= Ampules are overfilled to ensure a minimum 1.2 mL volume fill. We advise laboratories to use measured volumes of this solution standard before diluting
to the desired concentration.

Component Chromatographic Purity Concentration
Ethanol 100% 20.00 £ 0.07 mg/dL
= Chromatographic purity of the solution is verified post ampuling to provide assurance of no contamination or degradation during
manufacturing.

= Uncertainty of the concentration is expressed as an expanded uncertainty in accordance with ISO/IEC 17025 and ISO Guide 34 at the 95%
confidence interval using a coverage factor of k=2 and has been calculated by statistical analysis of our production system. Uncertainty
includes uncertainty of the purity factor, material density and mass. Purity factor uncertainty incorporates uncertainty of all analyses
performed to characterize the raw material including chromatographic purity and residual water. Mass uncertainty incorporates
uncertainty of the balance in its installed environment and weighing technique and was determined through repeatability experiments using
Cerilliant established weighing procedures.

= This standard meets the definition of a Certified Reference Material in accordance with ISO Guide 34.
| e e e e

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 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 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 directly to a NIST SRM.

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 shortly
after opening to avoid concentration changes due to evaporation. Warranty does not apply to ampoules stored after opening.

(4 cvr ;v )QJQ Qgcu/‘«o April 27, 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
; NIST SRM Lot and
Solut i
otution Lot Number Concentration Concentration used for %RSD
Standard (mg/mL) Assay
S8
New Lot FN030409-01 20.41 SRM 2891 1.1% Homogeneity
Prior Lot FN022207-02 20.02 0.01951% + 0.00018% 2.3% System Suitability
= Concentration is calculated 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 demonstrates 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. Triplicate injections of the Prior Lot are bracketed at the beginning and end of the sequence. %RSD criteria of <2% ensures
system performance throughout the sequence.
All testing equipment is fully qualified through an installation qualification and annual operational qualifications.

Solution Standard Assay Parameters

Analysis Method: GC/FID Headspace

Column: DB-ALC1 30 m x 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

Raw Material Verification by GC/FID

FIDTA, (GCTOAGHTOSTaD]

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-238-9974
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Certificate of Analysis so cupe 56

CERTIFICATE AR1353

Certified Reference Standard - NIST Traceable ISO/IEC 17025

CERTIFICATE AT 352

Ethanol—ZO 15O 9001:2008

CERTIFICATE 3854

Ethyl Alcohol
Catalog Number: E-056
Solution Lot: FN092710-01
Expiration Date: October 2015
Diluent: Water
Volume per Ampoule: 1.2 mL
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 to use measured volumes of this standard solution before diluting
to 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% 20.00 + 0.07 mg/dL

= Uncertainty of the concentration, expressed in terms of volume, is an expanded uncertainty in accordance with ISO 17025 and ISO 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 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 uncertainty
is 0.35% at the 95% confidence interval (k=2).

= 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.

= 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 demonstrates no contamination or degradation has occurred.

Traceability to SI through NIST:

= 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 ISO.

= Gravimetrically 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 a2 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 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.

= 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 ISO 17025 accredited calibration laboratory to NIST standards.
Concentration of this standard has been analytically verified against a NIST SRM and a Control using a validated method. 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
solutions into which this product has been incorporated. Establishment of shelf life of all such products is the responsibility of the user.

% 2 O %OW December 22, 2010

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 Batch Homogenelity:
Homogeneity
Solution Lot Numb Resultss Iz;r{nza:;«; ;(1) NIST Resultz cmtnp:lared to (ampoule to ampoule
Standard ot Number 0 ontro consistency)
(mg/dL) (mg/dL) %RSD
New Lot FN092710-01 19.88 0.6% 0.7%
Prior Lot FN030409-01 20.19 1.0% 1.3%
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 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
concentration.

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

= Homogeneity 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 using a stratified random sampling plan demonstrates ampoule to ampoule consistency or
homogeneity of the New Lot.

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 suitability is
performed daily with rigorous acceptance criteria to ensure the system continues to perform within the validated parameters.

Solution Standard Assay Parameters Neat Material Analysis
Analysis Method: ~ GC/FID Headspace Purity by GC/FID Analysis: 100.0%
Column: DB-ALC1 30 mx 0.53 mm ID, 3.0 pm film
: Water Content by Karl Fischer: 0.03%
thickness
Temp Program: 40°C hold for 12 min Purity Factor: 99.97%
Injector Temp: 200°C The purity factor (PE) mass balance measurement equation is used to
calculate the amount of ethanol required to achieve an accurate
Detector Temp: 250°C concentration of the solution standard, accounting for both purity and
residual water content.
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811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-238-9974
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Certificate of Analysis
Certified Reference Standard - NIST Traceable
Ethanol-100

Ethyl Alcohol
Catalog Number: E-031
Solution Lot: FN050312-01
Expiration Date: May 2017
Diluent: Water
Volume per Ampoule: 1.2mL
Storage: Refrigerate. Do not freeze.
Intended Use: For R&D/ analytlcal purposes only Not suitable for human or animal consumption.

= Expiration Date has been established through real time stability studies and apphes 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 to use measured volumes of this standard solution before diluting
to 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 ° : o 100% ' o 100.0 + 0.4 mg/dL,
= Uncertainty of the concentration, expressed in terms of volume, is an expanded uncertainty in accordance with ISO 17025 and ISO 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 to ethanol reference standards and mcorporates uncertainty of the purity factor, material density and mass measurement. The

dispensing process is suﬁicrently controlled as to not be a significant contributor fo uncertainty calculations and i is, therefore, excluded.
Solution stability is estabhshed through real time stability studies and s, therefore, excluded.

= When expressed in percentage terms, the relative standard uncertamty of the concentration is 0.175% and the relative expanded uncertainty
is 0.35% at the 95% confidence mterval (k—2) N ;

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

= Purity factor has been established through mdependent certification of the neat analyte to ISO 172025 standards — See page 2.
Solution purity is verified post ampouling and demonstrates no contamination or degradatxon has occurred.

Traceability to ST through NIST:

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

= Gravimetrically prepared using quahﬁed balances calibrated semr-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 envn'onmental condmons to ensure each welghmg complies with USP tolerances of NMT 0.1%
relative uncertainty.

= Balance calibration adjustments are performed weekly utlhzmg the balance s mternal 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.

= 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 ISO 17025 accredited calibration laboratory to NIST standards.
Concentration of this standard has been analytically verified against a NIST SRM and a Control using a validated method. 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 solutions into which this product has been incorporated. Establishment of shelf life of all such products

is the responsibility of the user.

ﬁ’@v ok May 31, 2012

HEFETENCE MATERIAL hOSUCER Lara Sparks, Quality Assurance Director Date

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 5122389974
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Analytical Verification of Solution Standard Concentration and Batch Homogeneity:
Homogeneity
Solution Lot Number Resultss R(:l(i/r[nI[ia:eZ(:3 ;3 NIST Result:: cortnpellred to (ampoule to ampoule
Standard o ?“ ro consistency)
(mg/dL) (% Difference) %RSD
New Lot FN050312-01 98.49 0.78% 0.75%
Prior Lot FN111711-01 98.70 0.58% 1.45%
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 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
concentration.

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

Homogeneity is ensured through rigorous productlon process controls statistically analyzed to cvaluate 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
homogeneity of the New Lot.

The %RSD of the Prior Lot represents system sultablhty on the date of ana.ly31s Trlphcate injections of the Pnor 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 suitability is
performed daily with rigorous acceptance criteria to ensure the system continues to perform within the validated parameters.

Solution Standard Assay Parameters Neat Material Analyszs
Analysis Method: GC/FID Headspace ' : : Purity by GC/FID Analysis: 100.0%
Column: DB- ALCI 30mx053 mmID 30pmf1m
Water Content by Karl Fischer: 0.10%
thickness S o o
Temp Program: 40°C hold for 12 min Purity Factor: o 99.90%
Injector Temp: 200°C “The purity factor (PF) mass balance measurement equation is used to
: calculate the amount of ethanol required to achieve an accurate
Detector Temp: 250°C concentration of the solution standard, accounting for both purity and
residual water content,
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811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-238-9974
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Certificate of Analysis
Certified Reference Standard - NIST Traceable
Ethanol-200

Ethyl Alcohol
Catalog Number: E-032
Solution Lot: FN032712-01
Expiration Date: March 2017
Diluent: Water
Yolume per Ampoule: 1.2 mL _
Storage: Refrigerate. Do not freeze.
Intended Use: For R&D/ analytical purposes 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 ]aboratorles to use measured volumes of this standard solution before diluting
to the desired concentration. The standard should be used 1mmed1ately after opening to avoid concentration changes due to evaporation.

Component - Solutlon Chromatographlc Purity CertiﬁedkConcentration
Ethanol -~ L e 100% ’ 200.0 % 0.7 mg/dL
= Uncertainty of the concentration, exprééscd in terms of volume, is an expanded uncertainty in accordance with ISO 17025 and ISO 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 to ethanol reference standards and incorporates uncertainty of the purity factor, material density and mass measurement. The

dispensing process is sufficiently controlled as fo not be a significant contributor to uncertainty calculations and is, therefore, excluded.
Solution stability is estabhshed 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 uncertainty
is 0.35% at the 95% confidence interval (k=2). :

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

= 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 demonstrates no contamination or degradation has occurred.

Traceability to ST through NIST:

= 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 ISO.

® Gravimetrically 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 env1ronmenta1 conditions to ensure each weighing complies with USP tolerances of NMT 0.1%
relative uncertainty.

= Balance calibration adjustments are performed weekly utlhzmg the balance s mtemal 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.

= 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 ISO 17025 accredited calibration laboratory to NIST standards.

Concentration of this standard has been analytically verified against a NIST SRM and a Control using a validated method. 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 solutions into which this product has been incorporated. Establishment of shelf hfe of all such products

is the respons1b1hty of the user,

2@’\0" W May 6, 2012

HEFERENCE MATERIAL PRODUCER Lara Sparks, Quality Assurance Director Date

811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-2389974
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Analytical Verification of Solution Standard Concentration and Batch Homogeneity:
Solution Results compared to NIST Results compared to (amH:nﬁ‘:;g:I;illtyoule
Lot Number SRM Lot 2895 Control powie P
Standard . consistency)
(mg/dL) (% Difference) %RSD
New Lot FN032712-01 200.3 0.14% 0.70%
Prior Lot FN070209-01 199.0 0.76% 0.50%
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 5 to 600 mg/dL. Relative
standard uncertainty of the analysis is 1.675% and xncludes both uncertainty of the analytical method and uncertainty of the NIST SRM
concentration.

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

Homogeneity is ensured through rigorous production process controls statlsncally analyzed to evaluate risk and verified by analysis. The
%RSD of samples pulled from across the lot using a stratlﬁed random samphng plan demonstrates ampoule to-ampoule consistency or
homogeneity of the New Lot. :

The %RSD of the Prior Lot represents system sultablhty on the date of analysis. Trlphcate mjectlons 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 homdgeneity are fully
qualified through an Installation Qualification and an Operational Qualification which is repeated annually. System suitability is
performed daily with rigorous acceptance criteria to ensure the system continues to perform within the validated parameters.

Neat Material AnalysiS :

Solution Standard Assay Parameters .

Analysis Method:  GC/FID Headspace Purity by GC/FID Analysis: 100.0%
Column: DB-ALC1 30 mx 0. 53 mm ID, 3.0 pm film
Water Content by Karl Fischer: 0.10%
thickness ; .
Temp Program: 40°C hold for 12 min Purify Factor: 99.90%

Injector Temp: 200°C
Detector Temp: 250°C

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.
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811 Paloma Drive, Suite A, Round Rock, TX 78665 800-848-7837 / 512-238-9974
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Certificate of Analysis
Certified Reference Standard - NIST Traceable
Ethanol-400

Ethyl Alcohol
Catalog Number: E-036
Solution Lot: FN012712-01
Expiration Date: January 2017
Diluent: Water
Volume per Ampoule: 1.2 mL
Storage: Refrigerate. Do not freeze.
Intended Use: For R&D/ analytical purposes only. Not suitable for human or animal consumption.

= Expiration Date has been established through real time stability studles and applles

* Ampoules are overfilled to ensure a minimum 1.2 mL volume' ﬁ]l We advise labol ries to use measured volumes of this standard solution before diluting
to the desired concentration. The standard should be used unmedlately aﬁer openmg o avoud ooncentratlon changes due to evaporation.

 the ampoule stored unopened at the recommended storage condition.

Certified Concentration
. 400.0 + 1.4 mg/dL
panded 1 uncertamty in accordance with ISO 17025 and ISO Guide

:Vr of k=2 and has béen calculated by statistical analysis of our production methods
uncertamty of the purity factor, mater1a1 den51ty and mass measurement. The

Component I Solutlon Chromatographlc Purlty
Ethanol ‘ :

Uncertainty of the concentration, expressed in ter 1

Traceability to SI through NIST

= This standard has been prepared and cemﬁed under the, ISO Gulde 34 and ISO/IEC 17 025 standards and meets the requirements of a
Certified Reference Material as defined by 1SO. RN

= Gravimetrically prepared using qualified balances calibrated senu-annua ly 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 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.

= 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 ISO 17025 accredited calibration laboratory to NIST standards.
Concentration of this standard has been analytically verified against a NIST SRM and a Control using a validated method. 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 solutions into which this product has been incorporated. Establishment of shelf life of all such products

is the responsibility of the user.
¢ @W\o February 20, 2012

HEFERENCE SMATESAL PRODIOER 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 Batch Homogeneity:

Solution Results compared to NIST Results compared to (amH(;)J]l’eotg:l;:ltyoule
Lot Number SRM Lot 2896 Control pou'e o amp
Standard consistency)
(mg/dL) (% Difference) %RSD .
New Lot FN012712-01 399.9 ) 0.19% 0.72%
Prior Lot FN040909-01 397.6 0.39% 1.09%
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 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
concentration.

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

against a NIST SRM. HE s

= Homogeneity is ensured through rigorous productlon process controls statxstlcally analyzed to evaluate risk and verified by analysis. The
%RSD of samples pulled from across the lot g a stratified random samphng plan demonstrates ampoule to ampoule consistency or
homogeneity of the New Lot. : .

The %RSD of the Prior Lot represen system sultabll'

qualified through an Installation Quahﬁcatlo
performed daily with rigorous accéptance cri

Neat Material Analyszs
Analysis Method: ~ GC/FID Headspgcé’ Purity by GC/FID Analysns 100.0%
Column: DB-ALC! 30 m ; .
thickness \tent by Karl ngcher. 0.10%
Temp Program: 40°C hold for 12 Purity Factor:. {i 99.90%
Injector Temp: 200°C ' The purity factor F) mass balance measurement equation is used to
e . calculate miount of ethanol requirved to achieve an accurate
Detector Temp: 250°C Rt concentration of the solution standard, accounting for both purity and
e - residual water content.
Ot SyaIRD . FIDT A, (0112\F0117205.D)
3 = p
- 180600
[ 16000
t 14000
©
ey
i 12000 2
4 10000
4 8040
i 4090
2090
‘ T
! | i ! ! 2 4 6 8 10_nj

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

Specifications and Certificate of Analysis
Lipomed Document QC-CA-ETH-40-1ML

Version: 001-13 Jan 2012 . Supersedes: new
Product name: " 40 mg/dL Aqueous Ethanol Standard Solution
0.040 % by Mass (40 mg Ethanol / 1 dL Water) — 1 mi/ ampoule
Ethyl alcohol
Lot Nr: 30112011-B " Release date; 16 01 2012
Art. Nr.: ETH-40-1ML" » Expiry date: November 2016

Bulk Product Information: Ethanol

Chemical formula: CHsO Molwt: 46.07

CAS Registry Nr: 64-17-5

Purity Ethanol GC/FID: 100 %

Water content Karl Fischer: 0.08 %

TEST SPECIFICATIONS RESULTS

1. Appearance Clear colorless solution conforms

2. ldentity GC/FID Headspace Rt R standard = 1.58 min

' corresponds to Ry of NIST R test = 1.58 min
reference standard (+ 0.10 min)

3. Concentration of 40.00 + 0.80 mg/dL 39.29 + 0.63 mg/dL * (mean value)
calibrated ampoule . (Compared to NIST SRM 2891; -
(GC/FID Headspace) 2892; 2893; 2894)

4. Extractable volume ~ >1ml conforms

5. Water quality Pharmaceutical water conforms

for injection

a: The concentration of the ampoules is calculated from the distribution of 6 GC/FID Headspace analyses compared with the
calibration curve of 2 ampoules of each NIST SRM 2891; 2892; 2893; 2894 with a 95% level of confidence.

During the preparation, the content has been corrected to account for the purity of ethanol and residual water.

FOR ANALYTICAL PURPOSES ONLY: NOT FOR HUMAN OR ANIMAL USE!

Storage conditions: For maximum stability store air-tight below 30 °C in a dark location. Do not
freeze.
Note: Gravimetric preparation of each reference solution is ensured by using balances

calibrated with ilac-MRA traceable weights.
Lipomed disclaims any liability with respect to mistakes due to inadvertence
(e.g. slips of the pen) readily identifiable for an expert or a practitioner.

QC - Officer: Dep_uty: Dr. L. Prévot . Date of signature: Arlesheim,

il January 16, 2012
g&é

SWITZERLAND: LIPOMED AG, FABRIKMATTENWEG 4, CH-4144 ARLESHEIM - ® +41 617020200 - FAX +41817020220
GERMANY! LIPOMED GmbH, HEGENHEIMER STRASSE 2, D-79576 WEIL AM RHEIN ' +49 7621 1683 473 FAX +49 7621 1693 474
USA! LIPOMED INC., ONE BROADWAY, CAMBRIDGE, MA 02142 - ® (817) 577 7222 - FAX (817) §77 1776

INTERNET: http:/iwww.lipomed.corm  e-mail: lipemad@lipomed.com
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SERVICES TO HEALTH

Ampoule to ampoule consistency:

Specification | Result

% RSD <2% 1.6 %

Homogeneity of the lot is confirmed by an analysis of 6 ampoules. These samples are representative of the batch from which they were
taken.

Lot to Lot Consistency:

Standard solution | Lot Number Concentration
Actual Lot . 30112011-B 39.29 + 0.63 mg/dL
Previous Lot N/A ‘ N/A

GCI/FID Headspace Data: Calibration
Analytical conditions:

column:

Restek BAC 1, 30 m x 0.32 mm, 1.8 um
Injektor: 200 T, split 20 mi/min
FiD:300 T

Ofen:40 C, 5 min isotherm

Helium 100 kPa (GC), 125 kPa (HS)
pressurization ime: 2 min

injection time: 0.05 min

withdrawal time: 0.5 min

needle: 756 C

transferline: 150 C -
Thermostatisierung: 60 T, 15 min

141
—1.83

Responise [mV]
I I{HlI?HIIllllmllllllllﬁlll‘”ll
75
P
T e ——— £
bp

IIU[IIII!IIIII lllllllllllll|Il|l{llll||lH]III![
[ 10 15 20 25 30 35 40 45

Time [oin)

GCIFID Data: Ethanol purity
Analytical conditions:

column:
BAC 1, 30 m x 0.32 mm, 1.8 um
fnjektor: 200 T, split 20 mifmin

323

40 FID:300C
Ofen:40 T, 5 min isothemn
= 10 Hedium 100 kPa (GC}, 125 kPa (HS)
& range 1, attenuation -6
5:-; o pressurization time: 2 min
H injection time: 0.05 min

withdrawal time: 0.5 min

needle: 75 C

transferdine: 150 C
Thermostatisierung: 60 C, 25 min

0

—IFD

ETHAN—

LLELN LR LN AN LY LY LR L L L) LR L L L AL LR LY L L L e LU Ll
1|lliI]slllllol1l|1]4|1Isixlslzlolz|zlzl4lI

Time {min}

SWITZERLAND: LIPOMED AG, FABRIKMATTENWEG 4, CH-4144 ARLESHEIM - 8 +416170202 00 - FAX 41617020220
GERMANY: LIPOMED GrbH, HEGENHEIMER STRASSE 2, D-79576 WEIL AM RHEIN B +49 7621 1693 473 FAX +49 7621 1693 474
USA: LIPOMED INC., ONE BROADWAY, CAMBRIDGE, MA 02142 - ® (817) 577 7222 - FAX (817) 877 1776

INTERNET: hitp:/iwww.lipomed.com  g-mail: lipomad@lipomed.com
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for injection

a : The concentration of the ampoules is calculated from the distribution of 6 GC/FID Headspace analyses compared with the
calibration curve of 2 ampoules of each NIST SRM 2891; 2892; 2893; 2894 with a 95% level of confidence.

During the preparation, the content has been corrected to account for the purity of ethanol and residual water.

Page: 1/2
SERVICES TO HEALTH
Specifications and Certificate of Analysis

Lipomed Document QC-CA-ETH-80-1ML o

Version: 001-22 Jun 2011 Supersedes: new

Product name: ' 80 mg/dL Aqueous Ethanol Standard Solution

0.080 % by Mass (80 mg Ethanol / 1 dL Water) — 1 ml/ ampoule
Ethyl alcohol ,

Lot Nr: 14112011-A ' Release date: 26 01 2012

Art. Nr.; ETH-80-1ML Expiry date: November 2016

Bulk Product Information: Ethanol

Chemical formula: C;HsO Molwt: 46.07

CAS Registry Nr: 64-17-5

Purity Ethanol GCI/FID: 100 %

Water content 4 Karl Fischer: 0.08 %

TEST SPECIFICATIONS RESULTS

1. Appearance Clear colorless solution conforms

2. ldentity GC/FID Headspace R; R standard = 1.58 min

corresponds to R; of NIST R; test = 1.58 min
A reference standard (+ 0.10 min)

3. Concentrationof =~ 80.00 + 1.60 mg/dL 79.92 + 1.37 mg/dL *(mean value)
calibrated ampoule : ' (Compared to NIST SRM 2891,
(GC/FID Headspace) 2892; 2893; 2894)

4. Extractable volume > 1 ml conforms

5. Water quality Pharmaceutical water conforms

FOR ANALYTICAL PURPOSES ONLY: NOT FOR HUMAN OR ANIMAL USE!

Storage conditions: For maximum stability store air-tight below 30 °C in a dark location. Do not
' freeze.
Note: Gravimetric preparation of each reference solution is ensured by using balances

calibrated with ilac-MRA traceable weights.

Lipomed disclaims - any liability with respect to mistakes due to inadvertence

(e.g. slips of the pen) readily identifiable for an expert or a practitioner.

QC - Officer: Deputy: Dr. L. Prévot Date of signature: Arlesheim,

?&__ January 26, 2012
N\ e Vo Z ,

USA: LIPOMED INC., ONE BROADWAY, CAMBRIDGE, MA 02142 - & (817) 577 7222 - FAX (617) 877 1776

INTERNET: hitp:/www lipomed.com  g-mail: lipoﬁ!ed@lipomed,com

SWITZERLAND: LIPOMED AG, FABRIKMATTENWEG 4, CH-4144 ARLESHEIM - & +4161 7020200 FAX +416170202 20
GERMANY: LIEOMED GribH, HEGENHEIMER STRASSE 2, D-79576 WEIL AM RHEIN B +48 7621 1693 473 FAX +49 7621 1893 474
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Ampoule to ampoule consistency:

Specification | Result

% RSD <2% 1.72%

Homogeneity of the lot is confirmed by an analysis of 6 ampoules. These samples are representative of the batch from which they were
taken.

Lot to Lot Consistency:

Standard solution | Lot Number Concentratidn
Actual Lot 14112011-A 79.92 + 1.37 mg/dL
Previous Lot 21022011-A 80.13 +£ 0.40 mg/dL

GCIFID Headspace Data: Calibration
Analytical conditions:

column:

Restek BAC 1, 30 m x 0.32 mm, 1.8 um
Injektor: 200 C, split 20 m¥fmin
FID:300C

Ofen:40 <, 5 min isotherm

Helium 100 kPa (GC), 125 kPa (HS)
pressuirization time: 2 min

injection time: 0.05 min

withdrawal time: 0.5 min

needle: 75 C

transferline: 150 T

[N a Thermostatisierung: 60 T, 15 min

— Ll

=

T[lllf[lllfll!l?

- BFS

Rasponse [mV]

Peak Component Time Area Area
III||III||IIII!I|II|Ill,t||!|1|illl]llll||ll|llll|| # Name  [min] {uV'sec] [%]
05 1w 15 20 25 30 3.8 40 45 I
ime [min} 1 Ethano! 1.58 443327.0 100.000

GC/FID Data: Ethanol purity
Analytical conditions:

column:

BAC 1,30 mx0.32 mm, 1.8 um
Injektor: 200 C, split 20 ml/min
FID: 306 €

Ofen:40 T, 5 min isotherm
Helium 100 kPa (GC), 125 kPa (HS)
range 1, attenuation -6
pressurization time: 2 min
injection time: 0.05 min
withdrawal time: 0.5 min

needie: 75 C

fransferfine: 150 T
Thermostatisierung: 60 C, 25 min

Rexponse (V]

SWITZERLAND: LIPOMED AG, FABRIKMATTENWEG 4, CH-4144 ARLESHEIM B +4161702 0200 - FAX +41617020220
GERMANY: LIPOMED GmbH, HEGENHEIMER STRASSE 2, D-79576 WEIL AM RHEIN & +48 7621 1693 473 FAX +49 7621 1693 474
USA: LIPOMED INC., ONE BROADWAY, CAMBRIDGE, MA 02142 - R (617) 877 7222 - FAX (817) 877 1776

INTERNET: http:/iwww lipomed.com  a-mail: lipomed@lipomed.com
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Specifications and Certificate of Analysis
Lipomed Document QC-CA-ETH-150-1ML

Version: 001-22 Jun 2011 Supersedes: new

Product name: 150 mg/dL Aqueous Ethanol Standard Solution
0.150 % by Mass (150 mg Ethanol / 1 dL Water) — 1 ml / ampoule
Ethyl alcohol

Lot Nr: 11012012-C Release date; 09 02 2012

Art. Nr.: ETH-150-1ML Expiry date: January 2017

Bulk Product Information: Ethanol

Chemical formula: - C,HeO Molwt: 46.07

CAS Registry Nr: 64-17-5

Purity Ethanol GCI/FID: 100 %

Water content Karl Fischer: 0.08 %

TEST SPECIFICATIONS RESULTS

1. Appearance Clear colorless solution conforms

2. ldentity GC/FID Headspace R; R, standard = 1.56 min -

corresponds to R; of NIST R test = 1.56 min
reference standard (+ 0.10 min)

3. Concentration of - 150.00 + 3.00 mg/dL 150.04 + 1.35 mg/dL * (mean value)
calibrated ampoule (Compared to NIST SRM 2893;
(GC/FID Headspace) 2894; 2895, 2896)

4. Extractable volume > 1ml conforms

5. Water quality Pharmaceutical water conforms

for injection

a: The concentration of the ampoules is calculated from the distribution of 6 GC/FID Headspace analyses compared with the
calibration curve of 2 ampoules of each NIST SRM 2893; 2894; 2895; 2896 with a 95% level of confidence.

During the preparation, the content has been corrected to account for the purity of ethanol and residual water.

FOR ANALYTICAL PURPOSES ONLY: NOT FOR HUMAN OR ANIMAL USE!

Storage conditions: For maximum stability store air-tight below 30 °C in a dark location. Do not
: freeze.
Note: Gravimetric preparation of each reference solution is ensured by using balances

calibrated with ilac-MRA traceable weights.
Lipomed disclaims any liability with respect to mistakes due to inadvertence
(e.g. slips of the pen) readily identifiable for an expert or a practitioner.

QC - Officer: Deputy: Dr. L. Prévot Date of signature: Arlesheim,

? L / February 09, 2012
ety

SWITZERLAND: LIPOMED AG, FABRIKMATTENWEG 4, CH-4144 ARLESHEIM - @ +4161 7020200 - FAX +41 61 7020220 |
%\ GERMANY: LIPOMED GmbH, HEGENHEIMER STRASSE 2, D-78576 WEIL AM RHEIN B +40 7621 1693 473 FAX +48 7621 1693 474
USA: LIPOMED INC., ONE BROADWAY, CAMBRIDGE, MA 02142 - & (B17) 877 7222 - FAX (617) 677 1776

INTERNET: hitp:/hwww lipomed.com  e-mail: lipomed@lipemed.com
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Ampoule to ampoule consistency:

Specification | Result

% RSD <2% 0.90 %

Homogeneity of the lot is confirmed by an analysis of 6 ampoules. These samples are representative of the batch from which they were
taken.

Lot to Lot Consistency:

Standard solution | Lot Number Concentration
Actual Lot 11012012-C 150.04 + 1.35 mg/dL.
Previous Lot 22022011-A 151.49 + 0.59 mg/dL

GCI/FID Headspace Data: Calibration
Analytical conditions:

column: .
Restek BAC 1, 30 m x0.32 mm, 1.8 um
injektor: 200 C, split 20 mi/min

FID: 300 T

Ofen:40 T, 5 min isotherm

Helium 100 kPa (GC), 125 kPa (HS)
pressurization time: 2 min

injection time: 0.05 min

withdrawal time: 0.5 min

needle: 75C

transferiine: 150 T

Thermostatisierung: 60 T, 15 min

73 3
i
1.58

TIHI?IIH?IIII?HH?HII

Respense [mV]

il

|- uFo

ETHAN= |

Peak Component Time Area  Area
Illtllllll|lll|lllllIII|1Il|l!|l||lll|llil|l||| # Name  [min] [uV'sec] (%]
03 10 15 20 25 30 3.5 40 435 -

Time fmen] 1 Ethanol 1.56 777173.3 100.000

GCI/FID Data: Ethanol purity .
Analytical conditions:

8 calumn:

? BAC 1,30 mx0.32 mm, 1.8um
Injektor: 200 C, split 20 mi/min

FID: 300 C

Ofer40 €, 5 min isothem

Helium 100 kPa (GG}, 125 kPa (HS})
range 1, attenuation -6
pressurization time: 2 min

injection fime: 0.05 min

withdrawal time: 0.5 min

Response [mV]
[*3 W b

2 needie: 75 C
A7 transferiine: 150 C
0 Themostatisiening: 60 C, 25 min
2
B
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 SWITZERLAND: LIPOMED AG, FABRIKMATTENWEG 4, CH-4144 ARLESHEIM - @ +416170202 00 FAX/‘+41 617020220
GERMANY: LIPOMED GmbH, HEGENHEIMER STRASSE 2, D-79576 WEIL AM RHEIN B +49 7621 1693 473 FAX +49 7621 1693 474
USA! LIPOMED INC., ONE BROADWAY, CAMBRIDGE, MA 02142 - & (B17) 577 7222 - FAX (617) 877 1776

INTERNET: hitp:/iwww. lipomed.com  g-mail: lipomed@lipomed.com
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Specifications and Certificate of Analysis
Lipomed Document QC-CA-ETH-400-1ML

Version: 001-22 Jun 2011 Supersedes; new
Product name: 400 mg/dL Aqueous Ethanol Standard Solution
: 0.400 % by Mass (400 mg Ethanol / 1 dL Water) — 1 ml / ampoule
Ethyl alcohol
Lot Nr: 05012012-C Release date: 27 01 2012
Art. Nr.; ETH-400-1ML Expiry date: January 2017

Bulk Product Information: Ethanol

Chemical formula: C;HeO Molwt: 46.07

CAS Registry Nr: 64-17-5

Purity Ethanol GC/FID: 100 %

Water content Karl Fischer: 0.08 %

TEST - SPECIFICATIONS . RESULTS

1. Appearance Clear colorless solution conforms

2. ldentity GC/FID Headspace Ry R standard = 1.57 min

corresponds to R; of NIST Ri test = 1.57 min
reference standard (+ 0.10 min)

3. Concentration of 400.00 + 8.00 mg/dL 400.73 + 3.31 ma/dL # (mean value)
calibrated ampoule (Compared to NIST SRM 2893,
(GCIFID Headspace) 2894; 2895; 2896) ‘

4. Extractable volume  >1ml conforms

5. Water quality Pharmaceutical water conforms

for injection

a: The concentration of the ampoules is calculated from the distribution of 6 GC/FID Headspace analyses compared with the
calibration curve of 2 ampoules of each NIST SRM 2893; 2894; 2895; 2896 with a 95% level of confidence.

During the preparation, the content has been corrected to account for the purity of ethanol and residual water.

FOR ANALYTICAL PURPOSES ONLY: NOT FOR HUMAN OR ANIMAL USE!

Storage conditions: For maximum stability store air-tight below 30 °C in a dark location. Do not
freeze.
Note: Gravimetric preparation of each reference solution is ensured by using balances

calibrated with ilac-MRA traceable weights.
Lipomed disclaims any liability with respect to mistakes due to inadvertence
(e.g. slips of the pen) readily identifiable for an expert or a practitioner.

QC - Officer: Deputy: Dr. L. Prévot Date of signature: Arlesheim,

- January 27, 2012
ﬁéé/

ﬁgxf"'i’"“”"% SWITZERLAND: LIPOMED AG, FABRIKMATTENWEG 4, CH-4144 ARLESHEIM + ® +41 6170202 00 - FAX +418170202 20
4 .

e

» %\ GERMANY: LIPOMED GribH, HEGENHEIMER STRASSE 2, D-79576 WEIL AM RHEIN B +48 7621 1693 473 FAX +48 7621 1693 474
g USA: LIPOMED INC., ONE BROADWAY, CAMERIDGE, MA 02142 - ® (817) 577 7222 - FAX (6817) 677 1776

INTERNET: hitp/iwww. lipomed.com  s-mail: lipomed@lipomed.com
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ERVICES TO HEALTH

QC-CA-ETH-400-1ML
05012012-C
Page: 2/2

Ampoule to ampoule consistency:

Specification

Result

% RSD <2%

0.83%

Homogeneity of the lot is confirmed by an analysis of 6 ampoules. These samples are representative of the batch from which they were

taken.

Lot to Lot Consistency:

Standard solution

Lot Number

Concentration

Actual Lot

Previous Lot

05012012-C

09032011-G

400.73 £ 3.31 mg/dL

402.89 + 4.86 mg/dL

GCIFID Headspace Data: Calibration

Analytical conditions:

Response [mV]
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column:

Restek BAC 1, 30 mx 0.32 mm, 1.8 um
injektor: 200 C, split 20 mifmin

FID: 300 T

Ofen:40 C, 5 min isotherm

Helium 100 kPa (GC), 125 kPa (HS)
pressurization time: 2 min

injection time: 0.05 min

withdrawal time: 0.5 min

needle: 75 T

transfertine: 150 C
Thenmostatisierung: 60 C, 15 min

Peak Component Time  Area Area
# Name  [min] [uV'sec] %]

1 Ethanol 1,57 1122371.7 100.000

GCI/FID Data: Ethanol purity

Analytical conditions:

Response [mV]

323
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Tims {min}

column:

BAC 1,30 mx 0.32 mm, 1.8um
Injektor: 200 G, split 20 mi/min
FiD:300C

Ofen:40 <, & min isotherm
Helium 100 kPa (GC), 125 kPa (HS)
range 1, attenuation -8
pressurization time: 2 min
injection time: 0.05 min
withdrawal time: 0.5 min

needie: 73 C

transferiine: 150 T
Thermostatisierung: 60 T, 25 min

GERMANY:
USA:
INTERNET;

“

SWITZERLAND: LIPOMED AG, FABRIKMATTENWEG 4, CH-4144 ARLESHEIM - ® +416170202 00 - FAX +416170202 20

LIPOMED GmbH, HEGENHEIMER STRASSE 2, D-79576 WEIL AM RHEIN B +49 7621 1893 473 FAX +49 7621 1693 474

LIPOMED INC., ONE BROADWAY, CAMBRIDGE, MA 02142 - ® (B17) 577 7222 - FAX (617) 5§77 1776

hitp:/hwww. lipomed.corn  e-mail: lipomed@lipomed.com




