EL spol. s r.0,, Radiinského 17A, 052 01 Spikska Nova Ves, Slovakia
Accredited Testing L.aboratory according to ISOAEC 17026: 2047
Holder of the Cerfificate of GMP Compliance No. SK/033v/2020

Test Report N2 22/07537 Pager 1ol 2
Printout: 1 of 1
s ‘ Customer
omet; L Z 0.0 .
{ e andl address } u1?g22z§fnﬂf 36?31354 Krakew Data of sample receipt : 28.022022
Divigion: Fagron Krakow Date of esting from: 20.02.2022
Contract ! order: 2022 19/0033/SLP1F fo: 16.05.2022
Ordar No,: 2201647 Date of Test Report [ssue 16.08.2022
Description of the Sample
Labaoratory Ne. 22-003662
Type of the sample Pharmaceutical raw materlals, drogs and auxiliary materials
Name of the sampla { Product | Levocamnitin tariras
Strength 7 Dosage form -
Batcli No. 21L02-808
Explry date 14.10.2023,
Description of packdge plastio cup
Slze of package | Quantity funit-50g
Manufacturer | Tradet Fagron
Sampling { Delivery Sample dalivered by Customer
Purpose of fesfing Bater refease — Assassment of sonformity with specfficatien No.: Fagron INTERNAL Levogamitinl tarlras
Specification {Test procedure | External documentation with specij]e“é’llcn No.: Fagi"on INTERNAL Levocamitind tartras
Appearance of the sampls While, crystalline powder (V4

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

Test sample: Levocarnitind tartras Batch:  21L02-805  Manpfacturerf Trader:  Fagron

Tested sample in parformed {ests
is in complianse with
the specifications prasented in Fagron INTERNAL Lavocarnitinf tartras.

* Statement of compliance / noncamipliance I8 presented according to gustomer requiremerts.
» Slatement of complange / noncompliance of the resulls with requiremsnts Is besed on comparisun of the test resuls prassnled I this Teal Report
with values presented in exlemal decument No.: Fagron INTERMAL Leveoaritini fatlras,

Statements:
»  El spol. § .o, parforms pharmaceatical quality control testing on the hasis of the Manufacturer's Authorisation No, ¥-23/2020, fssued by the
State Institute for Drug Control (SUKL).
This Cerlficate of Analysls shail not ba reprodused except in full without approval of the Laboratary.
1,abdiratory fs nol responsibla for sampling; the results apply t6 the sample as received,
Test restlls ralate oy to the sampla {ested and do riot substitute the approval of the test item by the compalent suthority.
Test equipment and instruments hava been callbraiad and verffied in accordance with applicable metrologleal ragulations,
Test rasults can be claimed within 30 days of their sending to the customer, Claims delivered in wriflen form ohly are accepled and executed.
Relurn of sampla remalns - samples will be retumed to the customer upon his writien raquest and at his expense. In other cases, Ihe remaining samples
are discarded ol the cusiomer's sxpense afler the expiration of the storage perlod {which is of least untll the end of the dlaim period, or as agreed in the

@ ® A = E E

contract with a specific customer). 'VTWW _ A
‘Test Report issted by and for Statement of Compllance fs responsible: ing. Eva Patakové Palentarova, Py Sﬁead of LFOA

Test Report will be delivered to: Fagron Krakow ' o ﬂg_awowm

Date: 16052022 : . =
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Description of the Sample
Laboratary No. 22-003662
Type of the sample Pharmaceutical raw materials, drugs and auxiliary materials
Name of the sample / Product | Levocarnitini tartras
Strength / Dosage form -
Batch No. 21002805 v
Test Results
Physico-chemical testing: Fagron INTERNAL Levocarnitini tartras
Unit of Statement Start of the
Test | parameter Test method Rt Limit value Result # if Compliance Test

Identification A. | ' . i -
(Infrared absorption spectrophotometry) | IR Compliance Compliance p Compliance 16.05.2022

- It gives reaction | It gave reaction i
Identification B. Test ey of arirates. /\; Compliance 27.04.2022
Melting point Melt_p °C about 173 174 Compliance 27.04.2022

Solution Sis | Solution § was\;/
Appearance of solution Vi clear and clear and Compliance 27.04.2022
colourless. colourless.

Specific optical rotation i j ] ;
(anhydrous substance) Palar 11.0 to 95 9.7 ’ Compliance 27.04.2022
pH Potent. 30-45 37 ., Compliance 27.04.2022
Chlorides Tesl ppm <200 <200 V, Compliance 27.04,2022
Sulfates Test ppm <200 <00 v Compliance 28.04.2022
Heavy metals Tesl ppm <10 <0 V Compliance 27.04.2022
Water PotTitr % =0.5 014 Compliance 02.05.2022
Sulfated ash GA % 0.1 007 vV, Compliance 03.05.2022
Assay L-Carnitine PotTitr % 67.2-69.2 679 V Compliance 29.04.2022
Assay Tartaric acid TitrMet % 308-328 325 ¥ Compliance 27.04.2022

Person responsible for results:

Test Methods

Ing. Eva Pjatakova Palencarova, PhD., Head of LFOA

Abbreviation
GA
IR
Melt_p
Polar
PaltTitr
Potent.
Test
TitrMet
Vi

Date:
Approved by:

Method
Gravimetric analysis
Infrared spectromelry

Melting point (capillary method)

Polarimetry
Potentiomelric itration
Potentiometry

Test

Titrimetric method
Visual inspection

16.05.2022

Ing. Maria Gaviakova, Qualified Person

Tel.: +42153 4424740, +421 53 4192322

e-mail: elsro@elsro.sk
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