technoclone

ANALYSENZERTIFIKAT
CERTIFICATE OF ANALYSIS

0241C00.02

Technoview® Argatroban CAL Set 5x1mL

5090140-RUO

0241C00.02
5 2026-04-30
Inhalt Volumen Reagenz LOT g
Content volume Reagent 0241C00
1x 1mL Argatroban CAL 1 5Q11C02 2026-04-30
1x 1mL Argatroban CAL 2 5R11C02 2026-04-30
1x 1mL Argatroban CAL 3 5511C02 2026-04-30
1% 1mL Argatroban CAL 4 5U11C02 2026-04-30
1x 1mL Argatroban CAL 5 5V11C02 2028-04-30
Analytische Verfahren Anforderung Ergebnis
Analytical Procedures Requirement Result
Content according to packaging SOP confirmed OK
Vial label according to packaging SOP confirmed OK
visuelle Kontrolle Vial barcode according to packaging SOP confirmed oK
visual inspection Box label according to packaging SOP confirmed OK
Box barcode according to packaging SOP confirmed OK
Package insert present confirmed oK
Batch table present confirmed oK
Kontrollwiederfindung Technoview® Argatroban CONT L
0.43 - 079 pg/mL| 062 pg/mL|OK
am Ceveron® Alpha LOT 3111C02
Recovery of cantrols Technoview® Argatroban CONT H
0.86 - 144  pg/mL| 1.19  pg/ml| OK
on Ceveron® Alpha LOT 3211C02
Durchgefiihrt von aw wmn 09
Prepared by LU L1 ATk il
Datum / Date:
Freigabe von May!jgﬂ JAUSCHER 99 18D 900
Approved by A iy L& DRy LULY

Anhang 6 zu DO0034,05 TF0327.03 "Vorlage Analysenzertifikat Kit"

Datum / Date:

1



