€rba Lachema s.ro.

ADVISORY NOTICE

03_2026_Re-assignment of amylase (AMY)

Cat. No.: Pack Name Packaging (Content)
XSYS0003 AMY 110 R1:5x22 mL

BLTO00007 AMY 250 R1:4 x50mL, R2: 1 x 50 mL
BLT00008 AMY 500 R1:4 x100 mL, R2: 1 x 100 mL

Dear Customers,

we would like to inform you about re-assignment of amylase (AMY) values obtained on calibrators
XL MULTICAL.

Re-assignment was done using reference material ERM-AD456/IFCC, where amylase catalytic activity
was obtained by the IFCC primary reference measurement procedure at 37°C.

Due to this process values of AMY in calibrators as well as in control sera were changed. Please see new
values obtained in our materials after re-assignment, in tables below. In calibrator XL MULTICAL,
previously united values for amylase were divided into separate rows for each determination method.
At the same time, the abbreviations for individual analytes have been modified to match the approved
applications in our XL analyzers. This process will make the values in the sheet clearer and minimize the
risk of error when manually entering values into the analyzers.

Please note that due to this change patient values may be impacted. Share this information with your
laboratory staff and retain this notification as part of your laboratory Quality system documentation.
For further information please contact your local representative.
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€rba Lachema s.ro.

AMY 110
Single-reagent method with maltotrioside — CNP-G3
XL analyser abbreviation — AMY

Updated values in calibrators:

Calibrator Lot no. E);piry AMY value
XL MULTICAL 5282(1)22 2026-01 3 éélulé;bL
2405058 ’
XL MULTICAL giggégé 2026-03 3,2610&;%&
XL MULTICAL gjgi 82 2026-08 3’2;2:11%/]4
Updates values in control sera:
Control serum Lot no. Expiry Unit Mean Interval 1SD
erpanor | BN | apsp | UL | eks | slema |4
ERBA NORM 2310172 2026-06 uE;tL/L ?:71’2 8?23 : ?’13’?; O‘tng
sroanorae | 25 oo | 0| o4y | e [
ERBAPATH | 2350 | 2025-12 HE;tL/L 3}9{; 21? . §?839 0}232
ERBA PATH 2310173 2026-07 HE;tI;L 71’;2 21’;1;) : §}523 01220
sronran | B0 | o | 0L e o e
RSN\ dentiication numier’ 266 16 845, Tox dentiication number: CZ36916646
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AMY 250, AMY 500
IFCC method with maltoheptaoside — PNP-G7
XL analyser abbreviation — AMY2R

Updated values in calibrators:

Calibrator Lot no. Expiry AMY?2R value
XL MULTICAL 32845%23 2026-01 i i%ﬁgm
2405058 ’
XL MULTICAL fnios. 2026-03 3,1(.),8£;5L
XL MULTICAL gjg} 82 2026-08 3’220H¥25L

Updates values in control sera:

Control serum Lot no. Expiry Unit Mean Interval 1SD
ERBANORM | 2202110 | 2025.12 HE;L/L 162’2 ?Ooz : ?lsi 05,618
ERBANORM | 2310172 | 2026-06 HE; tL/L 51;?3’2 ?’40’2 B ?’76’3 05,649
ERBA NORM %2%%; 2027-10 HE;L/L ;/522 ?Oog - ??5(5) 05,608
A I REI R
ERBAPATH | 2310173 | 2026-07 HE; tL/L SS% 21213 ) 2,5129 033
ERBAPATH | 220°118 | 2027-10 HE; o 322732 21;3 . 42;,6487 01255
Best regards,
Erba Lachema s.r.0. - /
Technical Product Management (/ /6 2o (JZ) ‘

/ :
Erba Lachema s.r.o.
Karasek 2219/1d, 621 00 Brno

st T4 .
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bsi e Erba Lachema s.r.0., Karasek 2219/1d, 621 00 Brno, Czech Republic
uiy Identification number: 269 18 846. Tax identification number: CZ26918846
Meical Devices Incorporated in the Commercial Register mantained by the Regional Court in Brno, Section C, insert 45458

CERTIFIED

Tel.: +420 517 077 111, e-mail: diagnostics@erba.com, www.erba.com



