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Correction to the Test Report No.: 22/05893
Reason for correction: correction Appearance of the sample and result Solubility

Customer
Customer: Fagron sp. z 0.0. g
(name and address ) ul. Pasternik 26, 31354 Krakéw Diste- b sanipte pesplpk 18.02.2022
Division: Fagron Krakéw Date of testing from: 18.02.2022
Contract [ order: 2022 19/0033/SLPIF to: 21.04.2022
Order No.: 22-01416 Date of Test Report issue: 22.04.2022
Description of the Sample
Laboratory No. 22.003145
Type of the sample Pharmaceutical raw materials, drugs and auxiliary materials
Name of the sample | Product | Amifampridinum \ /
Strength | Dosage form -
Batch No, 22A22B04 \/
Expiry date 02122024 '/
Description of package plastic cup
Size of package [ Quantity 1unit10g
Manufacturer | Trader Fagron
Sampling / Delivery Sample delivered by Customer \
; Balch release — Assessment a rmity with specificati E 01 ron _ Amifampridi
Purpose of testing 10.5%772%1 s ssment of conformity pecification No.: DAC 2019 Fagron INTERNAL Amifampridin and Ph.Eur
Specification | Test procedure g;}gaqeflsl:ggsg?entahon with spemﬁcfauon No.; DAC 2019 Fagron INTERNAL Amifampridin and Ph.Eur 10.6
Appearance of the sample pale brown crystalline powder \/

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

Test sample: Amifampridinum Batch:  22A22-B04  Manufacturer/ Trader:  Fagron

Tested sample in performed tests
is in compliance with
the specifications presented in DAC 2019 Fagron INTERNAL Amifampridin and Ph.Eur 10.6 07/2018:50400.

= Statement of compliance / noncompliance is presented according to customer requirements.
= Statement of compliance / noncompliance of the resulls with requirements is based on comparison of the test results presented in this Test Reporl
with values presented in external document No.: DAC 2019 Fagron INTERNAL Amifampridin and Ph.Eur 10.6 07/2018:50400.

Statements:
= EL spol. s r.o. performs pharmaceutical quality control testing on the basis of the Manufacturer’s Authorisation No. V-23/2020, issued by the
State Institute for Drug Control (SUKL).
This Cerificate of Analysis shall not be reproduced except in full without approval of the Labaratory.
Laboratory is not responsible for sampling, the results apply to the sample as received.
Test results relate only to the sample tested and do not substitute the approval of the test item by the competent authority.
Test equipment and instruments have been calibrated and verified in accordance with applicable metrological regulations.
Test results can be claimed within 30 days of their sending to the customer. Claims delivered in written form only are accepted and executed.
Relurn of sample remains - samples will be returned to the customer upon his written request and at his expense, In other cases, the remaining samples
are discarded at the cuslomer's expense after the expiration of the storage period (which Is at least until the end of the claim period, or-as agreed in the
contract with a specific customer).

Test Report issued by and for Statement of Compliance Is responsible: Ing. Silvia Strelova, Deputy Head of LFOW ) /
Test Report will be delivered to: Fagron Krakéw éﬂ 4
Date:  22.04.2022 Approved by: Ing. Méria Gavlakové, Qualified Person
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Description of the Sample
Lahoratory No. 22-003145
Type of the sample Pharmaceutical raw materials, drugs and auxiliary materials
Name of the sample / Product | Amifampridinum
Strength / Dosage form -
Batch No. 22A22-B04
Test Results
Physico-chemical testing: DAC 2019 Fagron INTERNAL Amifampridin and Ph.Eur 10.6 07/2018:50400
Unit of Statement Start of the
Test/ parameter Test method T Limit value Result of Compliance Test
: White to pale brown, | pale brown crystallin ;
Appearance of the substance Vis coler - crystalline powder powder i/ Compliance 19.04.2022
Soluble in methanal, Soluble in methanol,
slightly soluble in water, | slightly soluble in water,
< sparingly soluble in sparingly soluble in :
sehhliiy ot acetone, practically acetone, practically Lomiience Wsza2
insoluble in ether tert- | insoluble in ether tert-
butyl-methyl butyl-methyl
Identification (IR spectrum) IR Compliance Compliance Compliance 13.04.2022
Solutionis clearand | The solution was clear
not more intensely and not more intensely s
Appearance of salution L ) coloured than reference | coloured than referen Cormplante 19.04.2022
solution B5 solution BS
Absorbance maximum at 224 nm UVIVIS aboul 1810 1737 Compliance 19.04.2022
Absorbance maximum at 286 nm UVIVIS about 780 739 Compliance 19.04.2022
Related substances :
Impurity A HPLC_UWVIS % <0.1 001 v Compliance 30.03.2022
Unspecified impurities HPLC_UWVIS % =0.10 €005 Compliance 30.03.2022
Total impurities HPLC_UWVIS % <05 <005 Compliance 30.03.2022
Water PotTitr % <10 008 Compliance 14.04,2022
Sulfated ash GA % =01 <001 Compliance 20.04.,2022
Assay of Amifampridinum i : .
{anhydrous substance) PotTitr % 99.0-101.0 1000 Compliance 19.04.2022
Residual solvents:
Methanol GCIFID ppm <3000 55 Compliance | 03.03.2022
% <0.3 0.006 +/ | Compliance | 03.03.2022
Person responsible for results: Ing. Silvia Strelova, Deputy Head of LFOA
Test Methods
Abbreviation Method —|
GA Gravimetric analysis
GC/FID Gas chromatography with flame ionization detector
HPLC_UWVIS High-performance liquid chromatography with UV-visible detector
IR Infrared spectrometry
PotTitr Potenticmetric titration
Test Test
Vis color Visual colorimetry /
7/
6—25’44/ 4
Date: 22.04.2022
Approved by: Ing. Méria Gavlakova, Qualified Person
Tel.: +42153 4424740, +421 53 4192322 e-mail: elsro@elsro.sk www.elsro.sk Version: 08.03.21
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Description of the SBample
Laboratory No, 22003145 _
Type of the sample Pharmaceutical raw materials, drugs and auxiliary materlals
Nama of the sarnple f Product | Amifampridinurn
Birennth { Dosage form -
Batch No. 22022004
Test Results
Physico-chem!cal testing DAC 2019 Fagron lNTERNAL. Amifampridin and Ph.Bur40.6 07/2018:50400
s Test! parameter U et method ' ' leit value  Result of%timﬂce S_ta_;téc:;the
. ) Wilte 1o pale brown, | pals brown ciysialine .
Appearance of the substance Vis color orystallng powder nowger Compliance | 19.04.2022
Solubie in methanal,
glightly solubla Inwater, | soluble in methanol,
. - gpariigly solubie i slightly soluble In
Solubllity Teat - scetons, practic ally waler, parfn_ aly Gommpliancs 18.04.2022
insgluble In ether tert- |  goluble I acetone
butyt-methyl wnd
tdentification (IR spectrum) IR - Compliance Corspliance V| Comipllarice 13.04.2022
_ ! The solution was
o st | cammanamo|
Appearanee of solution Test - Intersely doloured Compllance | 19.04.2022
eoloured than refersnce than raferer
solution BS an refarence
solulion BS
Absorbance maximum at 224 nm UVIVIS - about 1810 1737 Compliance 19.04.2022
Ahsorbance maximuin at 286 nm UywIs - gbout 780 734 Compliance 19.04.2022
Related substances ! _ _ _
linpurity A HPLC_UVVIS % 50.1 €01V Complianee | 30,03,2022
Unspecified impurities HPLC_UWIS % =010 <005 Compliance [ 30.03.2022
Total impurities HPLC UVVIS % =05 <005 Compliance | 30,03.2022
Water PafTitr % 1.0 008y | Compliance [ 1404.2022
Sulfated agh GA % £0.1 <001 V| Compliares 1 20.04.2022
Assay of Amifampridinum o S At o , .
| {anhydrous substance) PotTitr % 98.0-101.0 eV (?ompllancs. 19.04,2022
Resldual solvenis:
Methanol GCIFID ppi <3000 8 ¥V | Complencs | 03032022
% =03 0006 /| Oompliane | 03032022
Pergon: respansiie for resylts: Ing, 8ilvia Strelova, Daputy Head of LFOA
Test Mathods
. Abbrviation' | Meftiod® .
GA Gravimettic analysis
GCIFID Gas chromatography with flame fonization detector
HPLG_UWVIS High-performancz liqulé chromatagraphy with UV-ilsible defector
IR, Infrared spactromstry
PotTil: Patentiometrle tiratlon
Tast Tast
Vis eotor Visual color[mairy /
Date: 21.04,2022 W
Approved by Ing. Méria Gavlékova, ngl fled Parsor **
Teli + 421 63 4000, + AT G M T wer: glsra.sk Verslon: 0803 2]
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Customer

Customer: Fagron sp. 2 6.0 . .
(hame and address)  ul, Pasternik 26, 31354 Krakow Date of sample recelpt:  18.022002
Division; Fagron Krakéw Date of testing froif: 18.02.2022
Contract ] ortler: 2022 19/0033/SLPIF _ fo: 21.04.2022
Ordler Nos 22401418 Date of Test Report Jasue:  21,04,3022

Deseription of the Sample
Laboratory No. 22003145 _
Type of the sample _ Pharmaceutical raw materials, drugs and auxiliary materials
Name of the sample/ Product | Amlfampridinum v
Strangth / Dosage form - ,
Batch No, 20A20-804 NV
Expiry late 0212204 WV
Description of package piastic cup .
Size of package / Quantity Twi(10g  \/
Manufacturer f Tradee Fagran ) o
Sampling ! Defivery Sample dellvered by Customer v y/
Purpose of testing ?g‘tg%;%%ﬁsgs—oﬁgosessmsnt of zanformity with soecification No.: DAC 2019 Fagron INTERNAL. Amifamprdin and Fh.Eur
Specification / Test procedure g;}ggr;z;llggzggnentation with s_pﬁplﬂcaﬂon No.: DAC 2019 Fagron INTERNAL Amifampridin and Ph.Eur 10.8
Appearance of the saraple white arystalling powder

Statament of Gompliance / Non-compliance with the requirements / specifications

Tast sample: Amitampitdinum Batch: 224224304  Manufacturer | Trader:  Fagron

Tastad sample in performed fests
is in compliance with
the speciications prosentod in DAC 2019 Fagron INTERNAL Amifampridin and Ph.Eur 10,6 07/2018:50400,

= Statement of compllance | noncompllance Is presanted according to costoniar requirements, )
= Statement of compliance / noncompliance of the msulis with requirements Is based on compatison of the test resulls presented in this' Test Repert

with values prasaried in external document No.: DAG 2049 Fagron INTERNAL Amitampeidin arid PH,Eur 10.6 07/2018:50400,

Statements:
»  ELspol. s 0. performs pharmacautical quality control testing on the basis of the Manufacturer's Authorisation No. V-23{2020, Issued by the
State institute for Drug Gontrol (SUKL). _
This Gerffloate of Analysis shall not be raprogucid exnept in full without approval of the Laboratory,
Latoratory is riot responsible for sampling, the results apply fo the sample as received. _
Test results relate only Y the sample tested and do nol substitute the approval of The test ilem by the competent authorily.
Tast equipment and Instruments haye besn calibrated and verified in accordance with applicable melrological regulations,
Test results can be claimed within 30 days of thelr sending to the customer. Claims delivared i wiltten form gnly-asgstcepted and exaculted.
Return of sample ramains - samplos will bi vefumed to the customer upen his written request and at hls exgenséIiREr cagss, the remainlng samples
ara disoarded at the custorer's expanse after the axplration of the storage pericd (which Is at lsast upﬂl;,}hfé end of the clalm périgd, or as agreed In the
contrast with & spediiic customer), i J K
TR fei i
Tast Report issued by and for Statsment of Compliance Is responsibla: Ing. Silvia Sirelovgjg Deputy st f. i

Tost Report will be defivered to: Fagton Krakow H

Date: 21042022 Agproved by: g, Méria Gayiéket
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