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Customer
Customer: Fagron sp. z 0.6, e
{ name and address ) ul, Pasterntk 26, 31364 Krakow Date of sampla receipt : 08.02.2022
Division: Fagron Krakow Date of testing from: 08.03.2022
Contract | order: 2022 19/0033/5LFF to: 05.05,2022
Qrder No.: 22.01870 Date of Test Report issue: 016,08.2022
Description of the Sample
Laboratory No. 22004093
Typa of the sample Pharmaceutlcal raw materials, drugs and auxiliary materlals
Name of the sample | Product | Acidum flufenamicum
Strength / Dosage form -
Batch No. 22014805 *7
Explry date 01.09.2024
Description of package plastlc cup
Size of package | Quantity Bunlis 28 g
Manufacturer | Trader Fagron
Sampling [ Delivery Sample delivered by Customer
Papose st T A
Specificatfon / Tast procadure Eﬁelfrtgﬂ:E%ngzglocnaﬂ}dh:npc? ‘;‘E”@SE goNé) o70tz50400
Appearance of the sample Pale yallow, crystalline powder

Statement of Compliance / Non-compliance with the requirements / gpecifications

Test sample: Addum fiufenamicum Bafch:  22A14-B06  Manufacturer { Trader;  Fagron

Tested sample in performad fests
is in compliance with
the speclications presented In INTERNAL Flufenamic acid and Ph.Eur 10,6 07/2018:50400,

« Slatement of compliance / nancompliance s presented according Lo custcimér requirements,
n Statement of compliance / noncompliance of the restlis with requirements i based on comparison of the tesl resulls prasented In this Test Report
with vaiuas prasentad In exteral document No.; INTERNAL Flufenamic acld and Ph.Eur 10,6 07/2018:50400.

Statements: .
*  ELspol. s r.o. performs pharmaceutical quality control testing on the hasls of the Manufacturer's Autherisation No, V-23/2020, issued by the
State Institute for Drug Control (SUKL).
Tris Cerfficata of Analysis shall not ba reproduced except in full without approval of the Laboratory,
Laboratory is not responsible for sampling, the results apply to the sample as received.
Tast results relate only to the sample tested and do not substitute the approval of the test ftem by tha competent authority.
Test equipment and instruments have been calibrated and verified In accordance with appiicable metroluglual regulations,
Test rasults can be clalmed within 30 days of thelr sanding fe the custormer, Claims delivared in written form only are acoapted and executed,
‘Reiury, of sample remains - samples will be retumed to the cuslomer upon his written request and at his expense. In other casas, the remalning samples
are discarded at the customer's experise after tha axpiration of the storage pericd {which fs at least untl! the erd of the claim perlad, o a8 agreed In the
contract with a specific customer). R T

Test Repott issued by and for Statemant of Compliance Is respansible: Ing. Eva Pjatakové Palentarovs, ;i?hD._,hl_f!gggj,‘ g!’_g:og\;i 2
Test Report will e dellvered to: Fagron Krakdw 3( / ‘f? Ll
Date:  06.05.2022 Approved by:  ing. Marla Gaviakgvé, Quallfed Pers

]
X
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Test Report N=: 22/06879 Prinout 1 of 1
Description of the Sample
Laboratory No, 22004093
Type of the sample Pharmaceutical raw materials, drugs and auxiliary materials
Name of the sample | Praduct | Acidum flufsnamicum
Strength { Dosage form -
Batch No. 22A14-B06
Test Results

Physico-chemical testing: INTERNAL Flufenamic acid and Ph.Eur 10.6 07/2018;50400

A ' Tioo o o Uditef L e Statement . . | Start of the

- Test parameter . -Test methed. - “thadsuremant| _Liml_walge_ | . Result 3’, of Compllarice Test
) Pale yellow, Pale yellow, 4 .

Appearance of the substange VI crystalling powdsr | crystaline powder Compliance . 13.04.2022
Identiflcation A
{ Infrared ahsorption R - Compliance Comphansa \/|  Comphance 30.03.2022
spactrophotometry) ; ,
Identification B Uy - Compliange Cotnpliance | Compliance 25.04,2022
Abscrbance at 287 om UVIVIS - 0.55-0,59 058 ./ Gompliance 2504.2022
Absorbance at 344 nm UVIVIS (.28-0.31 0.30 Y Compliance 28.04.2022
Copper AASF ppm =20 <2 Gompllance 04.05.2022
Related substances TLC ehrom % =0.2 07 YV Compllance 28,04.2022
Luss on drying GA % =(.5 001, Compliance 13.04.2022
Sulfated ash GA % 3501 <0 Compllance 27.04.2022
J-Aminohenzofriftuaride Tost ppm %100 <100 o Compliance 13.04.2022
Assay of Acldum flufenamicum . N
(drled substarice) TitrMet % 99.0-101.0 100.7 -, Compliance 13.04,2022
Residual solvents: v
N N-dimethylformamide GGIFID ppm 5890 =15 I Compliance 12.04.2022
toluene GC/FID ppm 5080 141 \/ Complfance 12.04.2022

Person responsible for results:

Ing. Eva Pjatakové Palaniarova, Fhi., Head of LFOA

Test Mathods
Abbreviation Methed
AAS-F Atomic gbsorplion spectrometry with flame atormzadion
GA Gravimetric analys's
GOIFID Gas chramatography with flame Tontzation detector
IR Infrared spectrometry
TLC chram Thiri fayer chramatography
Test Test
Titret THrimetric method
Uy UV spectrometry
UVIVIS Spectrophatomatry
Vi Visutal Inepection
Date: 05,05,2022 /
Approved hy:

Ing. Mérla Gviakova, Qualfied Person / /

Tel: +421 63 4424740, +421 53 4192322

e-mall. glsro@slsro.sk

www.elsro.sk

Version; 08,03.21
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Pantout: 1 of 1
. Customer
Gustomer; Fagron sp. z 0.0,
{ name and address ) ul, Pasternlk 26, 31354 Krakw ‘ Date of sample recelpt 10.05.2022
Division; Fagren Krakéw [ate of festing from: 10.05.2022
Contract ! order: 2022 18/0033/8LP/F to: 12,05,2022
Order No.: 2203675 Date of Test Report issue: 12.05,2022
Description of the S8ample
L.ahoratory No, 22-008607
Type of the sample Pharmaceutical raw materlals, drugs and auxlllary materfals
Name of the sample | Product Acldum flufenamicum
Strength f Dosage form - ) j
Batch No, 22414808
Expiry date 01,08.2024
Deseription of package plastic ocup
Size of package / Quantity 8 units -25 g
Manufacturer | Trader Fagron
Sampling I Defivery Sample deliverad by Cusiomer
Purpose of testing Baleh release - Assessmant of conformity with specification Ne.: INTERNAL Flufenamic acid
Speclfication | Test procedure | External documentation with specification No.: INTERNAL Flufenamiz acid
Appearance of the sample Pale yeliow, crystaliine powder

Physice-chemical testing: INTERNAL Flufenamic acid

Test Results

Unitof

tof |- Startof the
measurement : ;

.Téfstlbarameter' © | Testmethod “limitvaive | . Resutf- ptiiihg

identification A :
{ Infrared absorption spectrophotometry} IR - Compliance Cormnpliance Compliance 12.06,2022
Sample No.1 to Sample No. 8

ldentification B Uy
Sample No.1 to Sample No. 8

Compliance Compliance | {  Compliancs 12,06,2022

Person responsible for results: Ing, Eva Platékova Palentarov, Phid., Head of LFOA

Test Methods

v

Abbreviation: | Method-
Infrarad spectrometry
UY spectrometry

Statements:

EL spol. s o, performs pharmaceutlcal quality control testing on the basis of the Manufacturers Authorisation No, V232020, fssued by the State Institute for
Drug Gontrol (UKL,

This Cerifiate of Analysls shal not be reproduced excapt in full withaut approval of the Laberatory,

Labaratory Js not responsible for sampling, the results apply to the sample &s recelved.

Test results refate only to the sample testad and do not substifute the approve! of the test item by the compatant authority.

Tast agulpmant and inslruments have bean callbrated ard verified in accordance wiih applicalle metrological regulations.

Test results can be claimed within 30 days of thelr sanding to the customer, Clalms daliverad In wiitten form only are accepted and executed, e
Rafum of sampia remains - samples wilf be retumed to the customer upon his written request and at his expense. in alher cases, the remaliing samples are discardéd gt
1he customer's éxpense after the explration of the storage pariod (which Is at least unill the end of the claim period, or as agreed In m_ecn’;tragt with g@g@p{ﬂgféﬁﬁ%%r}. e

Test Report Issued by and for Statement of Compllance Is responsible: ing. Eva Platakova Palencarova, Ph[:_f}.{;;Head ofL,F'OA; . 4

Test Report will be delivered to: Fagron Krakéw 15 Q s /Z )
: : U

Date:  12.06.2022 Approved by:  Ing. Méria Gavlakové; Qu (fled paribr oy

’
Fan® gt b
Ea T

Vaision; 080321

Telo +421 B3 4424740, +47% 53 4162322 emal: slsro@elsro.sk www.glsro.sk



