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Correction to the Test Report No,: 21/225620
Reason for corraction: correction -result Absorbance at ahout 287 nm

- : Customer

ustomer; L 20,0,

{ namen;%d address ) uﬁ%ggt:gﬁi 26?31354 Krakéw Date of sample receipt : 14.09.2021

Diviston: Fagron Krakow Date of testing from: 14,08,2021

Contract { ordsr; 2021 19/0033/8LRIF fo: 16.11.2024

Order No.; 2108557 Date of Test Report issite: 23.11.2021
Description of the Sample

Laboratory No. 21-020445

Type of the sample Pharmaceutical raw matertals, drugs and auxiflary materials

Name of the sample/ Product | Acldum flufenamicum

Strength | Dosage fofm -

Batch No. 21H10-B05

Expiry date 31,10.2023

Description of package plastic cup

Size of package ! Quantity 2 unlts

Manufacturer | Trader Fagron

Sampling ! Dellvery Sample delivered by Customer

Purpose of testing Batoh rafeage — Assessment of conformity with specfication No,: Flufenamic acid Specification | INTERNAL

Spacification | Test procedure | External documentation with specification No., Flufenamlc acid Specification ; INTERNAL

Appearance of the sample Fala yaliow, crystalling powder '

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

Test sample: Acldum flufenaraicum Bateh:  24H10-B05  Manufacturer f Trader:  Fagron

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

= Statement of compliance / noncompliance is presented according to customer reguirements.
= Sfatament of compliance / noncompliance of the results with requiremenits Is based on comparison of the test results presanted In this Test Report
with values presented in external dostiment No.: Flufanamic acld Specification | INTERNAL.

Statements:
»  EL spol ¢ v.0, performs pharmaceutical quality controf testing on the basis of the Manufacturer's Authorisation No. V-23/2020, Issued by the
State Institute for Drug Contral (SUKL).
This Cerificate of Analysis shall not be reprotiuced except In full witheut approvat of the Laboratery.
Labaratory is not responsible for sampling, the results apply to the semple as recelved,
Tesl results relate only to the sample tested and do not substilute the approval of the fest iflem by the competent authorlty.
Test equipment and instruments have been calibrated and vertflad in aceordance with applicable metrclogial regutations.
Test rasuils can be claimed within 30 days of fhelr sending to the custamer. Claims defivared In written form only are accepted and executed.
Ralurn of sampla rermains - samples will be returned to the customer upon his written: request and =t his expense, Inolter cases, e remaining samples
are discarded 4t the customer's expense after the expiration of the storage perlod (which 1s af least unﬂl_,the’@gmﬁalhe;ﬁglm«period, or as agreed in the
contract with & specifie customen). o iy

o )
& }?’C}?ﬁ tﬁ;&ﬁ

o
7 LFOA

42
Test Report issued by and for Statement of Compliance is respunsible: Ing. Sivia Strel%\f% Dep%gy:;\l;te”h’?i
Test Report will be delivered to} Fagron Krakow o RO R /
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Laboratory No. 21020445

Type of the sample Pharmaceutical raw materlals, drugs and auxiliary materials
Name of the sample/ Product | Acidum Hufenamiciim

Strength / Dosage form -

Batgh No. 21H10-B08

Test Results
Physico-nhemlcai testlng Flufenamic acid Speclfication INTERNAL

fan Tesimethod Limitvalug” . | . Res
Appearanse of the substance vl . . ry;ﬂ!ﬁg:gmdar cwsptzllﬁny: g%v\:fd or|  Complance 02.11.2021
Identification A ( Infrared
g:fn"sgfg“ spectraphotometry) IR Conpilance Compliance Compliance 22.08.2021
Samq[euz .
identification B g:&lg{:; uy . Compliance Compliance Compliance  § 02.11.2021
Absorbance at about 287 nm UYAVIS - (.65-0.59 (.68 Compliance 02.11.2021
Absorbange at about 344 am UyVIS - 0.280.31 0.31 Compllance 02.11.2021
Copper AASF ppm 520 <2 Compilance 12.11.2021
Related substances TLC chrom % £0.2 <0.2 Compllance 02.11.2021
Loss en Prylng GA % =05 0.03 Compliance 02.11.2021
Sulfated ash GA % =01 <0.1 Compliance 02.41.202%
3-Aminobenzotrifivoride Test ppm 5100 <100 Gompliance 02.44.2021
Assay of Acldum flufenamicum ;
(dried substance) TitrMet % 88.0-101.0 100.7 Compliance 02.11.2024

Persan responsibla for results:

Ing. &llvl Stralova, Deputy Head of LFOA

Test Methods
-, Abbreviation: | Method :
AAG-F Atomic absorplion spec(rometry wilh ﬂame atomization
GA Gravimetric analysls
IR Infrared spectromelry
TLG chrom Thinfayer chromatography
Test Test
TitrMat Titdmetric method
uv UV spectrometry
Uvivig Spacirophatometry
vi Visual inspection
Date: 23.11,2021 /fﬁ é.\ /
Approved by: Ing. Méria Gav[ékové Qualmed on N ™~
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