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Correction to the Test Report No.: 21/22529
Reason for correction: correction -result Absorbance at about 287 nm

- : Customer

ustomer: L 20,0,

( o and address ) o Pastemk ‘2)6?31354 Krakow Date of sampla receipt : 14.09.2021
Division: Fagron Krakéw Date of testing from: 14,08,2029
Contract { order; 2021 19/0033/8LPF to: 16.11.2024
Order No.; 2108557 Date of Test Report issue: 23112021

Description of the Sample
Laboratory No. 21-020445
Type of the sample Pharmaceutical raw materlals, drugs and auxiflary materlals
Name of the sample / Product | Acldum flufenamicum
Strength / Dosage fofm -
Batch No. 21K10-805
Expiry date 31,10.2023
Description of package plastic sup

' Size of package | Quantity 2unlts
Manufacturer | Trader Fagron
Sampling | Dellvery Sample dellveras by Customer
Purpose of testing Batch refeage ~ Assessment of conformity with specification No,: Fiufenamic acid Specification | INTERNAL
Spaclfieation | Test procedure | External documentation with specification No.; Flufenamlc acid Spectiication : INFERNAL,

Appearance of the sample Pale yallow, crystallineg powder

Statement of Compliange ! Non-compliance with the requirements / specifications

Test sample; Acidum flufenamicum Bateh:  21H10-B05  Manufacturer { Trader:  Fagron

Tested sample In performed fests
is In compliance with
the specifications presented in Flufenamic acld Specification : INTERNAL.

= Statement of compliance / noncompliance Is presented according o customer reguiremants. _
= Satement of compliance / nondempliance of the results with réquiremerits is based on comparison of the test results presented In this Test Report
with values presented in external dosument No.: Flufenamic acld Specification : INTERNAL.

Statements: :

EL spol. 8 1.0, perforts pharmaceutical quality control testing on the basis of the Manutacturer’s Authorlsation No, V-23/2020, issued by the

State Institute for Drug Contral (30KL).

This Cerificate of Analysis shall ngt be reproduced except In full without approvat of the Laboratory,

Laboratory s not responstble for sampling, the results 2pply to the sample as recelved,

Test resuls ralate only 1o the samale tested and do not substitute the approval of the tast item by tha competent aulhorify.

Test equipment and Instruments have been calfbrated and vertfied In accordance with applicable metrological regulations.

Test resulls can be claimed within 30 days of ihalr sending to the customer, Clalims deivered in writtan form only are accepted and exaecuted.

Retum of sample remains - samples will be returned to the customer upon his weitten request and at his expense, In othes vases, the remaining samples

are discarded at the customer's expense after the expiration of the sterage perlod (which is at least untll‘,thg:gﬁgxefdhefggélgqperind, o as agread In the
il )

contract with a specific customer). o o
Ve
Test Report issued by and for Statement of Compliance [s respunsible: ing. Siva Strek;iv% Dep%;{;‘l;{éad } LFOA
o §¥ 2 T

Test Report will be delivered to: Fagroh Krakow : &
Date; 23112021 (

Tel, +42163 4424740, + 421 53 4192322 g-mall: elseo@elsro.sk wiww.2lsro,5k ' Varsion: 08.03.21
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Laboratory Nb.

21-020445

| Tyna of the sample
Nama of the sample | Product

Acidum flufanamicum

Pharmaceutical raw materlals, drugs and auxillary materials

Strangth / Dosage form

Batch No.

. -21 H10-B05

Test Results

Physlcc chemical testlng Flufenamic acid Specification INTERNAL

fame Test method Limitvalug: . | = Result ompliance

Appearance of the substance Vi . c{y;?;l”ejny:g%“:;dar cw;gﬁg’:ﬁmd o | Compiance 02.11.2021
Identiflcation A Infrared

g:fn";{’;'g“ spectrophotomatry) IR Compliance Compliance Compliance | 22.09.2021
| Sample-? _ .

\dentification B g:::g::; Uy . Compliance Compliance Compliance 02,44.2021
Absorbance at ahout 287 nm UVIVIS - (.55-0.59 0.58 Compliance 02.11.202¢
Abgorbance at about 344 nm UVIvIS - 0.28-0.31 0.31 Compliznce 02.11.20
Copper AASF ppm £20 < Compliance 42.11.2021
Related substances TLC chrom % =0.2 <}.2 Compllance 02,11.2021
l.oss on Drylng GA % =05 0,03 Compliance 02.11,2021
Sulfated ash GA % =0.1 <0.1 Compliance 02.11.202%
J-Aminobenzotrifivoride Test ppm 5100 <100 Compliance 02.11.2021
Assay of Acldum flufenamicum . .

(drled substance) TitrMet % 88.0-101.0 100.7 Compliance 02.11.2021

Persan responsibla for results:

leg. Slivia Sirelova, Deputy Head of LFOA

Test Methods
| Abbreviation .~ |Method” _ -
AAS-F Atomlc ahsorption spactrometry wilh flame atomizatlon
GA Gravimetric analysls
IR Infrared spactromeiry
TLC chrom Thin fayer chromatography
Test Test
TiirMet Tirdmetrle method
v UV spectrometry
UVIVIS Specirophotometry
Vi Visual inspection
Date:! 23.11.2021 ? / é\ /
Approved by: Ing. Maria Gav[ékové Qualmed arson . s

Tel: +421 53 4424740, + 431 53 4160350

e-mail: elsro@elsro.sk

Wi elsro.sk

Versian; 08.03.21




