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Correction to the Test Report No.: 21/21148
Reason for corraction: addition Test - Assay of carboxylic acld (-COZH) groups

cuet Customer

( e and address ) Ela B estoni 26,1354 Kiakow Date of sample recefpt ; 30.08.2021

Divislon: Fagran Krakéw Date of tosting from: 30.08.2021

Contract | order: 2021 19/0033/8LP/F to: 28.10.202

Order No.: 21-07847 Date of Test Report lssue: 08.11,2021
_ Description of the Sample

Laboratory No. 21-(18518

Type of the sample Pharmaceutlcal raw materials, drugs and auxiliary materials

Name of the sample ] Product | Cathomerum'974pP

Sirength ! Dosage form -

Batch No, 21G14-803

Explry date 04.12,2022

Daseription of package plasfic.cup

Size of package / Quantity 1 unlt

Manufacturer [ Trader Fagroh Krakow

Sampling I Delivery Sample dslivared by Customer

Purpose of testing Baich release - Assessment of gonformity with specification No.: Ph.Eur 10.5 04/2024:1269

Speciiication | Test progedure | External dacumentation with specificalion No.: PhEur 10,5 04/2021:1209

Appearance of the sample white hygroscopic powder

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

Test sampha; Carbomarum 974F Bateh:  21G14-B03  Mangfacturer | Trader:  Fagron Krakow

Tested sample in performed {ests
is In compliance with
the specifications prasented in Ph.Eur 10,5 04/2021:1299,

» Statement of compliance f nongompliance is presented according to customer requirements,
* Statement of cormpliance / noncempilance of the results with requirements 1s based on comparison of the fest results presented In this Test Report
with values presented In exfernal document No.: Ph.Eur 10,5 04/2021:1289,

Statements:
= EL spol, s r.0. parforms pharmaceutical quality control testing on the hasls of the Manufacturer’s Authorisation No, V-23/2020, issued by the
State Institute for Drug Controt (UKL,
This Cerfficate of Analysis shall not be reprodusad excent In full without approval of tha Laboratory.
Labaratory s not responsible for sampllng, the results apply io the sample as raceived,
Test resuits ralate only 1o the sample tested and do not substitute the approval of the test llem by the compstent authority.
Test equipment and Instruments have been callbrated and verified in acsordence with applicable matrolcglcal regulath U”“’”“Mé
Test resulls can be claimed within 30 days of thelr sending to the customer, Claims defiverad In wrllten form %Qh?a?é’ eBlag Ang exeouted
Retum of sample remzlns - samplas will be refurned to the custemer upon his written request and al hg{s nse, th other case*é“é temaining samples
are discarded at the customar's expense after the explration of the storage pariod {which is af least 1he\g9%9UB%c1alm per ‘é& r ag agreed in the
contract with a spacific customer}, 2

Test Report issuad by and for Staterent of Compliance is responsglble: Ing. Siivia Strelova,” Deputy
Test Report will be delivered to: Fagron Krakéw ng;;y S £,
Dater  08,11.2021 Approved by:  Ing. ﬁéﬂa qgavlékové Qual tied Parson
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Description of the Sample
Lahoratory No, 21-018513
Type of the sample Pharmaceutical raw materials, arugs and auxiliary materiais
Name of the sample [ Produst | Carbomerum 874P
Strength | Dosage form -
Bateh No. 21G14-803
Test Results
Physncnvchem:ca testinga Ph. Eur 10.5 04!2021 1299 .
Uit TR - ater |, Start of the
L olet Mestmethod | it value | . - Result: Compliancé | Test
Identification A {Infrared absarption . .
spectrophotometry) . IR Compliance Compliance Campliance (43.09.2021
Free acrylic acid HPLC_UVYIS % 20,25 <0.05 Compllance 20.08.2021
Benzone GCIFID ppm £2 <2 Compliance (708,202
l.ss on drying GA % 3.0 27 Compliance 21.10.202
Assay of carboxylic acid { COzH) 0 R "
aroups {dried substance) PotTitr % 66.0-68.0 56.7 Cotpliance 21.10.2021
Viscosity Test mPas 29400-39400 36643 Compliance 22.08.2024
Sulfated ash GA % 54,0 14 Compllance 22.10,2024
Ethylacetat GCIFID % s0.5 0,3 Compllance 13.09.2021
Person responsibls for results: Ing. Silvla Strelova, Deputy Head of LFOA
Test Mothods
|+ Aubreviation | Methed L
GA Gravimefric analysls
GGFID Gas chromgtography with flame lonization detector
HPLC, UVVIS High-petformanies liquid chromatography with UV-visible datector
IR Infrarad spectrometry
PotTitr Palentiomelric titrafion
Test Tosl
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