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Certificate of Analysis
ISO Guide 34 Reference Material

Product Identification ; .
e Code: Lot Number: G976002

Artic(le Name: Ibuprofen Expiry Date: 30.07.2024
Fi ula: C13H1802 Storage Tesnperature: 20°Cx4°C
Mol. Weight: 206.28
CAsLa  15687-27-1
Storage and handling: The RM should be stored in the original sealed bottle at the temperature given above. After use the bottle should be tightly closed and protected from molsture.
Purity: 98.91% (e/g)
Expanded Uricertainty U= 0.94% ig/g)
The unFertaflny of this standa:rd & cakulated In accordance with the ISO Guide 34 and EURACHEM/CITAC Guide - Quantifying Uncertainty in Analytical Measurament, Sacond Edition.

The nded uncertalnty Is U(atp) =u(RM) x k, where k is the coverage factor at the 95% confidence level (k=2). Uncertalnty u(RM) is based on the combination of the uncertainties
assock with each individual operation involved in the analysis of the product: w{RM} = Vulchar)? + uf ! R + ufitsyf + u(sts} ; u{char) Is the uncertzinty of characterisation; u(bb)

u inty of hamogeneity test; ulls) uncertainty of stablility test long-term; ufsts) uncertainty of stability test short-term, ufits) and u(sts} are not Included In the calculation as the
stability statement is based oh reai evidence opposed to simulation, |

Minimym sample: 1 mg Is recommended as the minimal ssmple amount. if less materfal is used, it Is recommended to Increase the certified uncertainty by a factor of two for half
sample and a factor of four for a quarter of samyle,

Intended use: Use this RM as calibrant for chromatography or any other analytical technique.

[

Traceability of chromatographiy: To the Internatienal System of Units (SI).

Instrument:  UHPLC/DAD | Method Details
:  DAD i Eluent A: WA + D.5% H3PO4
Column;: LUNA Omega; C18 1.6 pm 100 x 2.1 mm Ehtent B: Acetonitrile
Inj.Voll: 2o :
Flow: O.5mifmin Timefrmin]  Eluent A [%%] Eluent|B [%]
RetTime: . 637 min : 6.0 80 10
: 1%} a0 19
8.0 1] 100
a5 0 10
100 90 10

Traceabifity: The balances used are calfbrated with welghts traceable to the nationa standards (DKD).
('allbra‘ied class A glassware IsI used for volumetric measurements.

Water Content: 0.30% (g/g} by Karl-Fischer-Titration (U{exp) = 0.16% (g/g})-

Puﬂtvv)ras determined by chromatographic assay, corrected by water content and/or residue solvents.
Identity: EA, NMR, RT, IR, UV.
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Data file: 14278000-06.dx Instrument: UHPLC 2 X
Sample name: 80704AL G976092 Sequence Name:  24072018-1a
In}. volume [pl]: 20 ; Injection date: 712412018 4:42:09 PM
Acq. method: Gradient_10-100_P.amx Location: P2-A4 !
Sample Description tbuprofen
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Signal: DAD1A,Sig=205.0,2.0 Ref=off
Nr. RT {min] Area Height Area%
1 5.04 6.72228 1.6 0.71
2 6.37 94613893 347.69 9929

Sum 952.86
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