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Certificate of Analysis
Certified Reference Standard - NIST Traceable

Ethanol-10

Ethyl Aicohol
Catalog Number: E-040
Solution Lot: FN080612-04
Expiration Date: August 2017
Diluent: Water
Volume per Ampoule: 1.2 ml L
Storage: Refrigerate. Do not freeze.
Intended Use: For R&D/. analytlcal purposes oniy Not smtable for human or animal consumptxon

= Expiration Date has been estabhshed thr real tlme stabihiy studies & phes tu the ampoule stored wnopened at the recommended storage condmon

Certlf' ed: Concentration

10 005: 0.04 mg/dL,

Traceability to ST tk o ugh NIST

* This standard has been prepared and certified under the IS0 Guide 3
Certified Reference Material as i ﬁncd by ISO.
= Gravimetrically prepared using quahﬁed balances cahbrated semi-annually by Mettler Toledo 10 ISO 17025 requirements and using NIST
tracenbls weights. Qualification of each balance includes the assignment of a minimum welghmg by Mettler Toledo taking into
consideration the balance and installed env1romnenta1 ondltlons {0 ensure eac e1ghmg complies with USP tolerances of NMT 0.1%
relative uncertainty, .
» Balance calibration adjustments are performed weckiy ut 1z' 4
weights. :
= Balance calibration is verified prior to each use and is performed ut ing NIST traceable weights. Weigh tapes from the batance
calibration are included in the production bateh 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 fraceable weights.
= Weight sets used for all balance calibrations are calibrated externally by an ISO 17025 accredited calibration faboratory 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.

y ce's internal adjustment mechanism and with NIST traceable

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 fo solutions into which this product has been incorporated. Establishment of shelf life of all such products

is the responsibility of the user,

ﬁQﬂO\ ot October 11, 2012

REFEMENIE LATEAL PROBCEN Lara Sparks, Quality Assurance Director Date
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Analytical Verification of Solution Standard Concentratton and Batch Homogeneily:

Solution Rcsults compar ed to NIST . |  Results compared to (amH;m;eotgenezty |
Lot Number - SRM Lot 2891 SIS Control poute 'o ampoule
Standard s . consistency)
(mgde) o (% Difference} %RSD
New Lot FN080612-04 986 0 1.43% 0.53%
Acceptance Criteria T ®% 2% 2%
Prior Lot | FNI11110-01 9712 S Relative Standard Uncertainty of Method: 1.675%

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

The Control is independently prepared fro
against a NIST SRM.
= Homogeneity is ensured through rij gorous producnon process: controls s’fatastlcally analyzedto'e aluate risk and verified by analysis. The
%RSD of samples pulled. ﬁ‘o ] thf: Tot usmg a stratlﬁed ra.ndom sampling plan demonstraté' ampoule to ampGuIe consistency or
homogeneity of the New . ot o : S
% The %RSD of the Pric
beginning and end of
"All instruments used'f

in the analysis and independently qualified

H 'ﬁ_'f_:{ent lot of neat ethanol to ensur__e__.no bi

Neat Material Analys_i_ ;-
Analysis Method: Purity by GC/FID Analysis: i 100.0%
Column: k
: Water Content by Karl Flscher. 0.10%
Temp Program: Punty Factor' : 9%.50%
Injector Temp: | The purzty fac (PF) mass balaie neasuremem equation is used to
“calculate the amownt of ethanol required to achieve-an accurate
Detector Temp: coriceniration of the .m!utmn .s’tandar accounting for both purity and
:esrdua] water content. . i
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