DiaSys Diagnostic Systems GmbH

MacnopT 3uavennii aist TruCal Lp(a) 21
Lot 37959-37963 no 2026-12-31

Jara oonosnenus: 29.08.2025.
HaumeHoBaHMe MeIULIUHCKOT0 H3/1e/us1, (pacoOBKa

«PeareHTBl TUarHOCTHYECKHE TSI OMOXMMHYECKHUX HMCCIeAOoBaHMM in vitro: KammbOpaTop nmmomporenHa (a)
(TruCal Lp(a) 21)», 5x1 ma.

Karanoxusiid Homep: 1 7140 99 10 059.
Onucanue NPOIYKTA U €ro HA3HAYEHHE

Kamubparop munonporenna (a) (TruCal Lp(a) 21) — nmoduim3oBaHHBIA KamuOpaTop WSATH Pa3IUYHBIX
YpOBHEH, N3TOTOBIICHHBIX HA OCHOBE YEIOBEUECKON CHIBOPOTKH.

Kamu6patop nunonporenna (a) (TruCal Lp(a) 21) npenHaznayeH ajis KaauOpoBKH POTOMETPUUECKUX CHCTEM
NpU OMpEeNeNeHHH JHUIMONpOoTenHa (a) MMMYHOTYPOMAMMETPUYECKUM METOJOM Ha IMOJyaBTOMATHYECKHX H
ABTOMATHYECKUX OMOXMMHUYCCKUX aHAITU3ATOPaX B KIIMHUKO-TUATHOCTHYECKUX U OMOXUMHUYECKHX JTa00paTopusix
W HayYHO-HMCCIIeJOBAaTELCKON TIPaKTHKE.

YciaoBusi XxpaHeHUs1

Uznenue XpaHuTh Kak B HEBCKPBHITOM (hIaKOHE, TaKk U B pa30aBICHHOM COCTOSHHU Ipu Temneparype 2-8°C B
TUIOTHO 3aKPBITHIX (pIIakoHax, B 3alIMIICHHOM OT cBeTa MecTe. M30erarts 3arps3HeHuii.

CradwibHOCTH

[Ipu cobOmoeHNH PEKOMEHIOBAHHOTO crioco0a XpaHeHus kannopatop smmnonporenHa (a) (TruCal Lp(a) 21) B
HEBCKPBITBIX (akoHaxX CcTaOWJIeH 1O KOHI]A CpOKa TOJHOCTH, OOO3HAYEHHOTO HAa JTHKETKE, a IoCye
BOCCTaHOBJICHUS HE MEHEE JIBYX HE/ICTb.

IToaroroBka

JInopunmzaT HaXOMUTCS B BAKYYMHOW FepMETH3UPOBAHHON YIIaKOBKE, MO3TOMY (hJIaKOH CIEIYyeT OTKPBIBATH
OYEHb OCTOPOXKHO, YTOOBI M30€XKaTh MOTEPU BBICYIIEHHOTO Marepuana. s NpUTOTOBJICHUS KainuOpaTopa
N00aBUTH BO (IaKOH AUCTHLTMPOBAHHYIO BOJIY TOYHO B TOM 00bEeMe, KOTOPBIH yKa3aH Ha (iakone. OCTOPOKHO
3aKpBITh W OCTaBUTH (prmakoH Ha crome Ha 30 MUH, u3penka mokauwBas. l30eraiite menooOpasoBanus! He
BCTpsIXuBaiiTe!

IIpouenypa

[ponenypa omnpeneneHus: U3M0KEHa B MHCTPYKIIUM IO MPUMEHEHUIO COOTBETCTBYIOIIErO Ha0Opa pearcHTOB
JUISL OTIpeJICTICHHs] UCCIIEyeMOT0 aHaJIHTA.

IIpocaesxxuBaeMocTh

3Hauenue kanmuOparopa sunonporenHa (a) (TruCal Lp(a) 21) mpousBoactea «DiaSys Diagnostic Systems
GmbH», 'epMaHnusi, B eMUHHUIIAX U3MEPEHHS MI/JJT MPOCICKUBACTCS 70 pedepeHCHOro mpenapara. 3HaAuYCHHS
kanuOpaTopa B HMoub/1 mpociexuBatorcs 10 WHO/IFCC pedepencaoro marepuana SRM 2B (PRM IFCC
Standard).

ATTecTOoBaHHOE 3HaueHue KanuOpartopa nunonporeumHa (a) (TruCal Lp(a) 21), ykazanHoe B macmopre,
crenu(UUHO TOJLKO JIJIS TAHHOIO JIOTa KaJimopaTopa.

IIpousBoauTeb
DiaSys Diagnostic Systems GmbH
Alte Strasse 9, 65558 Holzheim, Germany

Homep Cpox Kanu6poBouyHoe 3HaYeHHe Kanu6poBouHoe
HanmeHoBaHWe, ypoBeHb N

JoTa TOHOCTH (no nosoit cucmeme cmandapmuzayuu) 3HaYeHHe, HMOJIb/JI
TruCal Lp(a) 21, Ypogsens 1 37959 2026-12-31 6,10 mr/mn 61,0 mr/n 12,2
TruCal Lp(a) 21, Yposens 2 37960 2026-12-31 13,4 mr/an 134 mr/n 26,7
TruCal Lp(a) 21, Yposens 3 37961 | 2026-12-31 36,2 mr/an 362 mr/n 68,1
TruCal Lp(a) 21, Yposens 4 37962 2026-12-31 69,7 mr/mn 697 mr/n 152
TruCal Lp(a) 21, Yposens 5 37963 2026-12-31 92,8 mr/mn 928 mr/n 200




