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Description of the Sample
Laboratory No. 22-003182
Type of the sample Pharmacettical raw materlals, drugs and auxilfary materials
Name uf the sample / Product | Oxitriptanum
Steength { Dosage form -
Bateh No. 22A17-803
Test Results
Physico-chemical testing: INTERNAL Qxitriptanum
T e L] et | ate L e S - Btatement - [ Stapt of the
o “‘.?”Pa'-?‘F'““?‘ . method | ‘meaguramient | Ll v o : Result /1 ofCompllance | - Test
[dentification A . . " ; A
(intrared absorption) R Compliance Complianca \/ Compllance | 30.03.2022
The main peak i the The main peak in the
chromefogram obtained | chromatogram obtained
with the test solution s | with the test solution was
Identiffcation B equivalent to the main giuivalent tothe maln o
{related substances) HPLG i peak In the peak In the Complance | 17.03:2022
chromatogreim obtained | chromatogram cbained
wlith the standard with the standard
solutior, salufion.
Specific rotation o z K , ni
o el Polar 381030 3 Vi Complance | 05.04.2022
pH Patent, - 4070 8.7 Vi Compliance : 05.04.2022
Arsenic ICP-MS pom £1,5 <) i Compliance | 24.03.2022
Heavy metals Test  pom <15 <15 v 1 Compllance | 07.04.2022
Water PolTir % £29 0.31 V| Compliange | 23032022
Sulfated ashes GA % =0.1 0.05 | Compliance | 06.04.2022
Related substances :
L-tryptophan HPLC % “ 0.1 - 17.03.2022
any other impurly RRT= 1.06 HPLC % " 0,08 - 17.03.2022
any other impurdty RRT= 1.13 HPLG % - 0.03 - 17.03.2022
any other impurity RRT= 1.77 HPLC % - 0.04 17.03.2022
any other impurdty RRT= 2,10 HPLC % - 0,01 = 17.03.2022
any other impurity RRT= 2.23 HPLC % - 0,02 - 17.03,2022
tofal impurities MPLC % <05 0,28 v Compliance ¢ 17.03.2022
Assay of Oxitriptanum . N
{anhydrous substance) PotTitr % 8.0 - 101.0 90.7 \/ Compliance | 05042022
Residual solvants;
methanal GCIFR ppim 51000 78 N sl Compliance | 04.04,2022
terz-hutylmethylether GCiFD opm £100 <2 v Compliance | 04.04.2022
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, Customer
(e and adioss) et 5, 3136¢ Kk Datoof samploreceipt: 21,0202
Pivision: Fagron Krakow Date of tasting from; 21.02.2022
Contract / order: 2022 190033/8LPF to: 14.04.2022
Order No,: 2201439 Date of Test Report Issue: 14.04.2022
_ Description of the Sample
laboratory No. 22003182 _
Type of the sample Pharmaceutical raw materfals, drugs and auxiliary materials
Name of the sample / Product | Oxitriptanum \/
Strength / Dosage form - .
Batch No, DMTB N\,
Explry date 10072024
Description of package pleatlo cup /
Size of package | Quantity 1unit-12 g \/
Manufacturer | Trader Frigran
Sampling / Delivery Sample dellvared by Customer ) /
Purpose of testing Batch release-— Assessment of conformity with specification No,; INTERNAL Cxitriptanum \
$Specification [ Test procedure | External documantation with spaciflostion No.: INTERNAL Oxitriptanum
Appearance of the sample areme o brown powder, hygroscople I\ /

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

Tast sample; Oxliriptenurn - Bateh:  22A17-B03  Manufacturer/ Trader:  Fagron

Tested sample in performed tasts
is in compllance with
the spacifications presented in INTERNAL Oxitriptanum.

» Statement of compllance / moncompliance s presented according to tustornar requirements. )
» Statemnent of compliance / noncamypliance of the resulls with reguirements is basst on comparison of the test resulta presented I this Test Report
with values présanted in axigraal document Nou INTERNAL Oxltrptanum,

Statements:
= ELspol, s r.o. performs pharmageutical yuality control testing on the basls of the Manufacturer’s Authorlgation No. V-23/2020, Issued by the
State Institute for Druy Conteol (BUKL),
This Cerificate of Analysis shall not be reproduced except in full without approve! of the Labaratory.
Laboratory Ig not responsible for sampling, the resulls apply to the sample as recalved.
Test results relate only to the sample tested and do rof substitute the approval of the test item by the competent authorlty,
Test aquipment and instrumants have been calibrated and veriflsd In accordance with applicable metrologlcal reguiations.
Test resulls can be clalmed within 30 days of their-sending to the cusiomer, Glaims delivered In weltten form only are accepted and executed,
Return of sampla ramains - samples will be relurned to the customer upon his written raquest and at his expense. In other ¢ases, the remalning samples
are discarded at the customar's expanse after the explration of the storage perlod (which Is at Jeast untit the end of the clalm period, or as agreed In the
contract with a specific cusiomer). )

Test Report 'ssued by and for Statement of Compliance is responsible: Ing. Eva Platakova Palengarova, FhD,, Head of LFOA
Tent Report will be dellvered to: Fagron Krakdw E ARy .
Datet 14042022 Approved by Ing. Mérla Gavlakovémuallﬁed Pei_'s'qn”
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Test Methods
Abbreyiation: . .| Mathed - .
GA Gravimetric analysis
GOIFD (as chromatography with flame fonization detector
HeLG High-parformancs liquid chromatography
1CP-M8 Inductively couplad plasma mass spectrometry
R Infrared spectrometry
Polar Polarimetry
PolTlir Potantlometric fitration
Potanl, Potenflomatry
Test Tast
Date: 14.04.2022
Approved by Ing, Marla Gavlgkova, Qualified Person
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