EL spol. s r.0,, Radlinského 174, 052 01 Spisskd Nova Ves, Slovakia

Accredited Testing Labaratery actording to ISONEG 17025: 2017
Holder of the Certificate of GMP Compliance No. SK/033v/2020

Test Report N% 22/06879 I
Printout. 1 of 4
S Customer
ustomer: Fagron sp. 2 0.0, .
(name and address) Ul Pasternlk 26, 31364 Krakow Date of sampla recaipt : 08.03.2022
Division: Fagron Krakdw Date of festing from; 08.03.2022
Contract { order: 2022 1500033/51P/F 10; 05.05.2022
Order No.: 2201870 Date of Test Report issue: 05,05.2022
Description of the Sample

Laboratory No. 22004093
Typa of tha sample Pharmaceutical yaw materials, drugs and auxiliary materlals
Name of the sample / Product Acidum flufenamicum
Strength | Dosage form -
Bateh No. 224806 7
Explry date 01.09.2024
Description of package plastlc cup
Size of package | Guantity Bunits 25 g
Manufacturer / Trader Fagron
Sampling / Delivery Bample delivered by Customer

Balch releass - Assessment of sonformity with specification No.:
Fuitpose gftestiny INTERNAL Fiufenarnic acid and Ph.Eur 10,5 07/2018:50400

External dagumentation with specification No.
Specification /Test pracedure | wreon i Fiufenamic acid 2nd Ph,Zur 10.6 07/2018:50400
Appearance of the sample Pale ysllow, crystalline powder

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

Test sample:

Acidum fiufznamicum

Batch:  22A14.B08

Tested sample in parformad tests
is In compliance with

Manufacturer / Trader:

Fagron

the speclfications presented in INTERNAL Flufenamic acid and Ph.Eur 10.6 07/2018;:50400,

» Statement of compliance / noncompliance is presented according to cuslomér requirements,
= Statement of compliance / noncompliance of the restlis with requirements ls based on comparigor of The test resuts prasented In this Test Report
wiih values prasentad In extemal document No.: INTERNAL Flufenamic acid and Ph.Zar 10,6 07/2018:50400.

Statements: 5
= EL spol. s r.o. performs pharmacsutical guality control testing on the basls of the Manufacturer's Autherisation No, V-23/2020, Issued by the
State Institute for Drug Control {SUKL}.
This Cerfficata of Analysis shall nol be reprodused except I full without approval of the Laboratary,
Laboratory Is not responsible for sampling, the rasults apply to fhe sample as received.
Tast resuts relata only to the sample tested and do not substitute the approval of the test ftem by the compstent authority.
Test squipment 2nd instruments have been calibrated and verified In acoordance with applicable metrologlual regulations.
Test results can be clalmed within 30 days of heir sending to the customer, Claims defivared in written form only are acteptad and executed,
Raturn of samate remains - samples will be retumed to the cusiomer upon hls written raguast and at his sxpense, In other casas, the remaining samples
are discarded at the customer's axperise after the expiration of the storage period (which is at least untif the end of the claim perlod, or'as agreed |n the
cantract with a gpecific customer). SR e
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Test Report Issued by and for Statement of Compliance i respansible: Ing. Eva Pjatakova Palentirovd, _g?bD,,?_l-itgagj;.g,f;gFmA?i ;
Pof A3 %

Test Report will he delivered to: Fagron Krakdw i { P o
Date:  05.05.2022 Approved by:  Ing. Maria Gavizkgys, Qualfied Person -1 :
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EL spol. s 1r.0., Radlinského 17A, 052 01 Spisska Nova Ves, Slovakia
Accredited Testing Laboratory accerding to ISQAGRC 17026: 2017
Holder of the Cartificate of GMP Gompliance No. SK/033v/2020
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Test Report N2 22/063879 Bt 5§
Description of the Sample
Laboratory No. 22-004093
Type of the sample Pharmaceutical raw materials, drugs and auxlliary materials
Name of the sample | Product | Acidum flufenamicum
Strength / Dosage form -
Batch No. 22A14-B0B
Test Results
Physico-chemical testing: INTERNAL Fiufenamic-acid and Ph.Eur 10.6 07/2018;50400 _
T g G B e Unitof - ET el Statement - . | Start of the
Testlparamater, .| TootmeY. inegowengn ", HOWANS | BB | of omplaios | Tt
) Pale yellow, Pale yellow, . :
Appearance of the substance VI crysteling powder | _crvetatine powder Compliance 1.3.04.2022
tdentiflcation A :
{ Infrarad absorption R - Gompliance Compliance /|  Comphance 30.03.2022
spectrophofometry) . |
{dentification B Uy - Compliance Campliance | Compliance 25.04,2022
Absorbance at 287 nm UVIVIS “ 0.55-0,59 088 o/ Gomplianca 25,04.2002
Abgorhance at 344 nm Uvivis 0.28-0.31 030 ., Compliance 25.04.2022
Copper AASF ppm <20 <2 Gompliance 04.05.2022
Related substances TLC chrom % 0.2 <02 W Compliance 26.04.2022
L.oss on drying GA % =0.5 001, Compllance 13.04.2022
Sulfated ash GA % £0.1 <G Gompllance: 27.04,2022
SxAminobenzofrifivaride Test pEm =100 <100 o Compliance 13.04.2022
Assay of Actdum flufanamicum . -
(drled substance) TitrMet % 99.0-101.0 100.7 ‘ Compliance 13.04,2022
Residual solvents: v
NN-dimethylformamide GCIFID ppm =090 <15 Compliance 12,04.2022
toluens GC/FID opm =080 141 \/ Compliance 12.04.2022

Peiaon responsible for rasults:

Ing. Eva Pjatékové Palandarava, PhD,, Head of LFOA

Test Mathods
Abbraviation | Methad _
AASF Atomic absorption specirometry with fiame atomization
GA Gravimelric analysls
GOIFID Gas shromiatography with flame fonization detector
IR Infrared spectrometry
TLC chrom Thin layer chromatography
Test Test
Titriet Thrimetric method
uv UV spectrometry
UVIVIS Spactrophotometry
i Vigual Inspection
Date: 05,05.2022 /
Approved by: Ing. Mérta Gavidkova, Qualified Person

Curt el

Tel: +421 634424740, +421 53 4192322

e-mail, glsro@slsro.sk

Waw.elsro.sk

Varsion: 08,03,21




EL spol. s r.o., Radiinského 17A, 052 01 Spisska Nova Ves, Slovakia

Accredited Testing Laboratory according fo ISONEC 17026 2017
Holder of the Certificate of GMP Compliance No, SK/033V/2020

Test Report N 22/07387 Peget; 1. iat
Pantout: 1 of 1
Customer
Customer: Fagron sp. z 0.0,
{name end address ) ul, Pasternlk 28, 31354 Krakow : Date of sample recelpt 10.05.2022
Division: Fagren Krakow Date of testing from; 10.05.2022
Cantract ! order: 2022 19/0033/SLPIF to: 12,05.2022
Order No.: 2203875 Date of Test Repott issue: 12.05,2022
Description of the Sample
Laboratory No, 22-008607
Type of the sample Pharmaceutical raw materialg, drugs and auxlllary materials
Name of the sample ! Product | Acldum flufenamleum
Strength / Dosage form . Wi
Batch Ne. 22A14-806
Expity date 01.08.2024
Descrlption of package | plastic oup
Size of package / Quantity 8 units 25 g
Manufacturer | Trader Fagron
Sampling / Delivery Sample delivered by Customer
Purpose of testing Baleh release — Assessmant of conformity with specification No.; INTERNAL Flufenamic acid
Speclfication | Test procedure | External documantation with specification No.: INTERNAL Flufenamic acid
Appearance of the sampla Pale yellow, crystaline powder

Test Results

Fhysico-chemical testing: INTERNAL Flufenamic acid
, N Unitof .
measurement

|- Btartof the

“Limétvalue ), . Resiitt-:. | Test

.‘Té.-‘r.tl parameder - . - 'Téstr‘ri'f%!hud'

Identiflcation A :
{Infrared abserption spectrophetometry) IR - Compllance Compliance Compliance 12.05.2022
Sample No.1 t6 Sample No. 8

Identification B P ol
Sample No. fo Sample No. 8 v - Compliance Compliance |t Compliance 12.05.2022

Person responsible for results: Ing, Eva Platakova Palenéérova, PhD., Head of LFQA

Test Methods

Abliteviation Method
IR Infrared spectromelty
Uy UV specirometry

Statements:
= ELspol, s o, periorms pharmaceutical quality control festing on the basls.of the Manufacturer’s Autherisation No. V-23(2020, issued by the State inatitute for
Drug Gontrol (SUKL).
This Cerfficate of Analysls shall not be repraduced except in full withaut apgroval of tha Laboratory.
Labaratory is not responsible for sampling, the results apply to the sample as recelvad.
Test results refate only to the sample tested and do not sulistituie the approval of the test ftem by the compatant authority.
Tast squipment and inslruments have bean callbrated and verified in accordance wilh applicable metrological regulations. :
Tast resulls can be dalmed within 30 days of thelr sending to the customer, Claims daliversd In writien form only are acceptad and executed, - N
Ratum of sample remains - samples will be returnad to the customer upon his wrilten request and at his expense. in other cases, the remalrilng samples are discgrde@_ 4t
{he oustomer's expenae after the expiration of the slorage peried (which Is at least unfll the end of the tlaim paried, or es agreed In tha coqtra,igt, with gr§ﬂ@9{ﬂ@é&ﬁbm’%v}. o

Test ReportIssued by and for Statement of Compliance Is responsible: Ing. Eva Platakova Palentarové, Phlf}.gHead of [FOA \

Test Report will be delivered to; Fagron Krakéw "’KG‘ g oy
Date;  12.05.2022 Approved by:  Ing. Maria Gaviakov4, Quifiad Parson
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