EL spol, 8 1.0, Radlinského 17A, 052 01 Spisska Nova Ves, Slovakia

Accredited Testing Laboratory according to ISO/IEC 17025: 2017
Holder of the Certificate of GMP Compliznce No. $K/033V/2020

Tast Report N 22/00038 Pege: 1 of 3
Printout: 1 of 1
cust : Customer
{ame and address } ul. Pastenk 26, 3154 Kiskéw Data of samyplo receipt : 2102021
Division: Fagron Krakow Date of testing from; 26.10.2021
Contract/ order: 202% 19/0033/SLPF to: 07012022
Qrder No,: 21-10012 Date of Test Report Issue: 07.01.2022
Description of the Sample
Labaratory No. 21-023994
Type of the sample Pharmaceutical raw materlals, drugs and auxlifary materlals
Name of the sample | Praduct | Calell orotas dihydrisus
Strength / Dosage form - _
Batch No, 2430802V
Expiry date 30.09.2024 Vi
Description of package plastle cup
§lza of package ] Quantity 2 Uriits
Manufacturer / Trader Fagrén
Sampling { Delivery Sample delivered by Customer
Purpose of testing Batch releasa - Assegsmant of conformity with specification No.; Internal- Glient Requiment
Spacification / Test procedure | External documentation with spacification No., Internal- Client Requiment
Appaarance of the sample White orystalline powdsr

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

Testsampie:' Calcli orotas dihydricus Batch:  21130-B02  Manufacturer | Trader;  Fagron

Tested sample In performed tests
ig in campliance with
the specifications presented in Internal- Client Reguiment.

» Staternant of compliante / noncormpliance s presented according to customer racuirements.
» Statement of compliance / noncompliance of the results with raquirements s basad on comparlson of the test results presented in ihls Test Reperi
with values presented in external docurent No.: Internal- Cllent Requiment,

Statemants:
»  EL spol. s v.0. performs pharmaceutical quality control testing on the hasis of the Manufacturer’s Authorisation No. V-28/2020, issued by the
State Insthtute for Drug Controt SUKL),
This Cerificate of Analysis shall nof be repraduced except in full without approval of the Laboratary,
Laboralory is not respansivla for sampling, the results apply to the sample as recelved,
Test résults refate only 6 the sample tested and do not substitule the approval of th test item by the competent authority.,
Test equipment and Instrurents have bean callbrated and verified In accordance with applicable metrological reguiations.
Tast results can be clalmed within 30 days of their sending to the custemar, Clatms delivered In wrltten form only are accepted and executed,
Return of sample remalns - samples will be returmed to the custonier upsn his wiitten request and at his expense. In other ¢ases, the remalning samples
are discarded af the customer's expense after the expiration: of the sicrage period (which Is at laast untit the end of the claim pericd, or as agresd In the
confract with a specific customer),

Test Report igsued by and for Statemeant of Gompliance Is responsible: Ing. Eva Pjatakova Palentarava, PhD,L:Héiéﬂ"ékf be”A‘ R %
Test Report will be deliverad to: Fagron Krakéw 3 :
Date:  07,01.2022 Approved by:  ing. Mérla Gavisikova, Q
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