Jlnst mabopaTopuid, UCIOIb3YIOMIUX
Calibrator f.a.s. Proteins,

Precinorm Protein, Precipath Protein,
PreciControl ClinChem Multi 1,
PreciControl ClinChem Multi 2

Ha a”Haimu3atope cobas ¢ 311,

moxayJsix cobas ¢ 501/502/702,
anamzatope COBAS INTEGRA 400 plus

Hara: 21.06.2022
Hcx.: 0406/2106/2022
Ref.: QN-RDS-CoreLab-2022-015

r. MockBa

YBeaomiieHue o Ka4yeCTBY

KacarejibHO Tina-quant al-Antitrypsin Gen.2:
O00OHOBJIEHHE 3aJaHHBbIX U LIE€JIE€BbIX 3HAYEeHUH OJIA KaJII/IﬁpaTopOB u KOHTpOJ’Ieﬁ

Ha3Banue npoaykra GMMI / HnenTupuxarop Homep PY IIpousBogurtens
Kart. Ne NMPOAYKTA
(Homep 0T uiau
cepMiiHbII HOMep)
PearenTsl, craHaapTsl, kKaaubparopsl, | 11355279216 dC3 1. Roche Diagnostics GmbH
KOHTPOJIH M PACXO/IHBIC MaTEePUAIIbI 2010/07525 | Centralised and Point of Care
IUIst OHOX IMHYECKHX aHATH3aTOPOB ot 24.03.2021 | Solutions, Sandhofer Strasse
Hitachi 902, 902 ISE, 912, 912 ISE, 116, 68305 Mannheim,
917 ISE, Cobas ¢ 311, Cobas c 111, Germany.
Cobas c 111 ISE, Cobas Integra 400 2. Roche Diagnostics GmbH
Plus/ 800 u riaropm MOIYIbHBIX Centralised and Point of Care
MODULAR ANALYTICS, cobas Solutions, Nonnenwald 2,
6000 82377 Penzberg, Germany.
Kanmubpatop GenkoB miist 3. Hitachi High-Tech
ABTOMATH3UPOBAHHBIX CHCTEM Corporation Naka Division,
(Calibrator f.a.s. Protein) 882, Ichige, Hitachinaka-shi,
Ibaraki-ken 312-8504, Japan.
PeareHThl, CTaHIAPTHI, KaIUOPaTOpPHI, 10557897122 dC3 1. Roche Diagnostics GmbH
KOHTPOITH M PACXOHbIE MATEPUAIIBI 2010/07525 | Centralised and Point of Care
JUISL GMOXUMUYECKUX aHAIU3aTOPOB ot 24.03.2021 | Solutions, Sandhofer Strasse
Hitachi 902, 902 ISE, 912, 912 ISE, 116, 68305 Mannheim,
917 ISE, Cobas ¢ 311, Cobas c 111, Germany.
Cobas c 111 ISE, Cobas Integra 400 2. Roche Diagnostics GmbH
Plus/ 800 u miarhopm MOy IbHBIX Centralised and Point of Care
MODULAR ANALYTICS, cobas Solutions, Nonnenwald 2,
6000 82377 Penzberg, Germany.
[permuopwm [potenn 3. Hitachi High-Tech
(Precinorm Protein) Corporation Naka Division,
882, Ichige, Hitachinaka-shi,
Ibaraki-ken 312-8504, Japan.
PearenTsl, craHnapTsl, Kammbparops:, | 11333127122 ®C3 1. Roche Diagnostics GmbH
KOHTPOJIH M PACXOJIHBIC MaTEPUAIIBI 2010/07525 | Centralised and Point of Care
JUISL GHOXUMUYECKUX aHAIN3aTOPOB ot 24.03.2021 | Solutions, Sandhofer Strasse
Hitachi 902, 902 ISE, 912, 912 ISE, 116, 68305 Mannheim,
917 ISE, Cobas ¢ 311, Cobas ¢ 111, Germany.

000 «Pow [inarHoctuka Pyc»
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Poccus, 115114, Mocksa
yn. JleTHWKkoBckas, Aom 2, cTp. 3
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115114, Moscow, Russia

Ten.: +7 (495) 229 69 99
dakc: +7 (495) 229 62 64
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Fax: +7 (495) 229 62 64
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JUIst OMOXUMHUUYECKUX aHAIN3aTOPOB
Hitachi 902, 902 ISE, 912, 912 ISE,
917 ISE, Cobas ¢ 311, Cobas ¢ 111,
Cobas c 111 ISE, Cobas Integra 400
Plus/ 800 u miarhopm MOy IbHBIX
MODULAR ANALYTICS, cobas
6000
Konrpois yauBepcansHsbiii 11 (4x5
MIT)
(PreciControl ClinChem Multi 2 (4x5
ml))

Ha3Banue npoaykra GMMI/ HnenTupuxarop Homep PY IIpousBogurtens
Kart. Ne NMPOAYKTA
(Homep J10Ta wau
cepMiiHbII HOMep)
Cobas ¢ 111 ISE, Cobas Integra 400 2. Roche Diagnostics GmbH
Plus/ 800 u miatdopm MOIyIIbHBIX Centralised and Point of Care
MODULAR ANALYTICS, cobas Solutions, Nonnenwald 2,
6000 82377 Penzberg, Germany.
Iperunat [Iporenn 3. Hitachi High-Tech
(Precipath Protein) Corporation Naka Division,
882, Ichige, Hitachinaka-shi,
Ibaraki-ken 312-8504, Japan.
PeareHTbl, CTaHAAPTHI, KATUOPATOPHI, 05117003190 dC3 1. Roche Diagnostics GmbH
KOHTPOITH M PACXOHbIE MATEPUAIIBI 2010/07525 | Centralised and Point of Care
JUISL GMOXUMUYECKUX aHAIU3aTOPOB ot 24.03.2021 | Solutions, Sandhofer Strasse
Hitachi 902, 902 ISE, 912, 912 ISE, 116, 68305 Mannheim,
917 ISE, Cobas ¢ 311, Cobas ¢ 111, Germany.
Cobas ¢ 111 ISE, Cobas Integra 400 2. Roche Diagnostics GmbH
Plus/ 800 u miarhopm MOy IbHBIX Centralised and Point of Care
MODULAR ANALYTICS, cobas Solutions, Nonnenwald 2,
6000 82377 Penzherg, Germany.
Konrpons yausepcansslii I (20x5 3. Hitachi High-Tech
MJI) Corporation Naka Division,
(PreciControl ClinChem Multi 1 882, Ichige, Hitachinaka-shi,
(20x5 ml)) Ibaraki-ken 312-8504, Japan.
PeareHTsI, cTaHIAPTHI, KATMOPATOPHI, 05947626190 dC3 1. Roche Diagnostics GmbH
KOHTPOJIH M PACXO/IHbIC MaTepHAIbI 2010/07525 | Centralised and Point of Care
JUTSL OMOXUMHUYECKUX aHAIN3aTOPOB ot 24.03.2021 | Solutions, Sandhofer Strasse
Hitachi 902, 902 ISE, 912, 912 ISE, 116, 68305 Mannheim,
917 ISE, Cobas ¢ 311, Cobas ¢ 111, Germany.
Cobas ¢ 111 ISE, Cobas Integra 400 2. Roche Diagnostics GmbH
Plus/ 800 u miar¢popm MO/IyIbHBIX Centralised and Point of Care
MODULAR ANALYTICS, cobas Solutions, Nonnenwald 2,
6000 82377 Penzberg, Germany.
KoHnTpoiib yHUBepcanbHbIii I (4x5 3. Hitachi High-Tech
MIT) Corporation Naka Division,
(PreciControl ClinChem Multi 1 882, Ichige, Hitachinaka-shi,
(4x5 ml)) Ibaraki-ken 312-8504, Japan.
PeareHTsl, CTAaHAAPTHI, KATUOPATOPEI, 05117216190 DC3 1. Roche Diagnostics GmbH
KOHTPOJIH M PACXO/IHbIC MaTePHAJIbI 2010/07525 | Centralised and Point of Care
JUTSL OHOXUMHUYECKUX aHAIM3aTOPOB ot 24.03.2021 | Solutions, Sandhofer Strasse
Hitachi 902, 902 ISE, 912, 912 ISE, 116, 68305 Mannheim,
917 ISE, Cobas ¢ 311, Cobas c 111, Germany.
Cobas c 111 ISE, Cobas Integra 400 2. Roche Diagnostics GmbH
Plus/ 800 u miarhopm MOy IbHBIX Centralised and Point of Care
MODULAR ANALYTICS, cobas Solutions, Nonnenwald 2,
6000 82377 Penzberg, Germany.
KonTpoub yausepcanshsiit 11 (20x5 3. Hitachi High-Tech
MUI) Corporation Naka Division,
(PreciControl ClinChem Multi 2 (20x5 882, Ichige, Hitachinaka-shi,
ml)) Ibaraki-ken 312-8504, Japan.
PearenTsl, craHnapTsl, Kammbparops!, | 05947774190 dC3 1. Roche Diagnostics GmbH
KOHTPOJIH ¥ PACXOJHBIE MaTePHaJIbI 2010/07525 | Centralised and Point of Care

ot 24.03.2021

Solutions, Sandhofer Strasse
116, 68305 Mannheim,
Germany.

2. Roche Diagnostics GmbH
Centralised and Point of Care
Solutions, Nonnenwald 2,
82377 Penzberg, Germany.
3. Hitachi High-Tech
Corporation Naka Division,
882, Ichige, Hitachinaka-shi,
Ibaraki-ken 312-8504, Japan.

Hucrpyment/Cucrema

Ananmusarop cobas ¢ 311
Momyns cobas ¢ 501
Momyns cobas ¢ 502
Monyns cobas ¢ 702
Anammzarop COBAS INTEGRA 400 plus

YBenomIIeHu e 110 Ka4eCTBY

0406/2106/2022
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YBakaeMbIi I0JIL30BaTEJIb,

HUudopmupyem Bac o ToM, 4T0 OBLIO MOITYYCHO HECKOJIBKO PEKIaMaIlMil KacaTebHO 3aHHUKEHHBIX
pe3yJIbTaTOB U3MEPEHHUsT KOHTPOJIs kKauecTBa st al-antutpuncuna (Tina-quant al-Antitrypsin Gen.2)
Ha MojyJie cobas ¢ 702. BHyTpeHHee paccieoBaHKe MOKa3ai0, 4TO HE3HAYUTEIbHBIC KOPPEKTUPOBKH
B npeaenax crnenuduranuu (+/- 10%) 3agaHHBIX W LEJICBBIX 3HAYCHHMH IS JIOTOB KaiuOparopa U
KOHTPOJIbHBIX MAaTEPHAIIOB MO3BOJSIOT PEUIMTh OMHCaHHYI mpoOsieMy. ITo sToil mpuumHe ObLIa
npoBe/eHa HOBass pedepeHcHas craHaapTh3anus. B HacTosmieM YBEIOMICHHH IO KadeCTBY
NPEe/ICTAaBICHBI OOHOBJICHHBIC 3HAYEHHS VI BCEX BBIMYIIEHHBIX JIOTOB KaluOpaTopa ¥ KOHTPOJIBHBIX
matepuaios st I[Iporokonos metoaukun AAT2 (cobas ¢ 311/501: ACN 048; cobas ¢ 502/702: ACN
8048; COBAS INTEGRA 400 plus, unentuduxarop tecra 0-008).

Onucanue CUTYalMu

3a/aHHbIC 3HAYCHMS JIOTOB KaTMOpaTopa U 1eJIeBble 3HAUCHUS JIOTOB KOHTPOJIBHBIX MATEPHUAJIOB OyIyT
oOHoBJeHbI 151 [IpoTokonoB meroquku AAT 2.

B Tabnmue Hmxke mpencraBiieHa MoApoOHas WH(OpMamus O pe3yibTaTaX M3MEpEeHHs 3TaJIOHHOTO
matepuana ERM nocne oOHOBIEHHS, a TaKKe€ O BHECEHHBIX KOPPEKTHUPOBKAX BO BCE TEKYIUE JIOTHI
Kanuoparopa OENIKOB /ISl aBTOMaTU3UPOBAHHBIX CHCTEM.

aor # C.f.a.s. Proteins cobas ¢ 311/501/502/702 COBAS INTEGRA 400

(cpok roaHocTH) KoppektupoBka B % plus

(Kar.Ne 11355279216) KoppexkTnpoBka B %0

471492 (oxTs16ps 2022) +0,9 -3,2

518756 (mait 2023) +1,6 -1,6

530429 (nostops 2023) +5,7 +5,1

571680 (dpespans 2024) +5,1 +3,5

ERM DA470k_IFCC Pe3yabTaThl M3Mepenusi B % Pe3yjbTaThl H3Mepenusi B %
99,0 100,2

Oo0paruTe BHUMAHME:
e [locnenyromme JOTHl KanuOpaTtopa OyAyT BBINYLIEHBI C Y€ OOHOBJICHHBIMH 3aJaHHBIMU
3HAYCHUSMH.
e [leneBble 3HauYeHUST KOHTPOJBHBIX MaTepHajioB ObUTM OOHOBJIEHBI C -1,6% mo +9,6% B
3aBHUCHUMOCTH OT JIOTA.

e Bce mpousBereHHbIE KOPPEKTHPOBKH B JIOTaX KaJIMOpaTOpa M KOHTPOJIBHBIX MaTepualioB
HaXoAATCs B penenax cnenudukanui (+/- 10%).

IIpuunHa BO3HHKHOBEHHUS

HpO6HCMa BbI3BaHAa OTKJIOHCHHMECM HU3-3a CTaHAAPTU3AILUHU.

OneHKa puckKa

YacToTa BOSHUKHOBEHUS
Tpu pexnamanuu ObUIM TIEpEAaHbI B TPYIITY PACCIICIOBAHUS PEKIaMaIiid.
BepositHOCTH 00HapYKeHUS

TouHas, IOCKOJBKY MpoLEeAypa KOHTPOJISI KauyecTBAa YKa3blBA€T HA 3aHUWKECHHBIC pE3YyJIbTATHI
U3MEpPEHUs.

VBeIOMIICHHE 110 KaYeCTBY 0406/2106/2022 Ctp.3u3 4



Cepbe3HoCTh MOCJIeCTBUI

KoppekTHpoBKH 33 JaHHBIX 3HAYCHHUI KaauOpaTopa HaXOAATCs B peaenax crnetudukamii (< +/- 10%),
HIO’TOMY PE3yJIbTaThl U3MEPEHHsT 00PA3LOB MALMEHTOB TAK)KE OCTAIOTCS B IIpeeiax CrenupuKanui.

Hu OAWH MAOUCHT WKW PpE3yJIbTaTbl AJHATHOCTHUYCCKUX I/ICCJ'Ie,Z[OBaHI/Iﬁ He OpUIH 3aTPOHYTHI,
MCI[I/IIII/IHCKI/Iﬁ PUCK OJI TAalTUECHTOB 1 IOJIb30BaTEIEH MOXKET OBITh UCKIIFOYEH.

Pexomenanuu 1Jisi NoJib30BaTelieil, y KOTOPbIX yCcTaHOBJIeHA MeToanka AAT2:

Cnenyert nepe3arpy3utb 0OHOBJICHHBIE Bepcuu J0TOB KambpaTopa C.f.a.s Proteins, H20 (kambpaTtopa
HYJICBOI TOYKH) M JIOTOB KOHTPOJICH BO BpeMsl CIISIYIOIIEr0 BbIX0/1a B pexuM oxkuaanus (StandBy) wiu
nepes 3ampocoM MoJHOW KanmuOpoBku aysi AAT2 B COOTBETCTBHMHU CO CTaHAAPTHOM MPOLETYpPOM.

Hukakux nanpHeHmuX neicTBHI He TpeOyeTcs.

JlomoTHUTEJIbHAsA HHpOpMaua

Oo6HoBeHHbIe 3HaueHus i cobas ¢ 311/501/502/702 u COBAS INTEGRA 400 plus npunoxeHs K
HacTOsIIEMY YBEIOMIICHHIO IO Ka4eCTBY.

PacnpocTpaHeHHe HACTOSIIET0 YBEIOMJIECHHS 10 KAYeCTBY HA MeCTaxX

Hacrosimee YBenomieHue 1o KadyecTBy IpelHAa3HAYEHO JUUIsl BCEX 3aMHTEPECOBAaHHBIX Jull B Bameit
OpraHu3alfy WK APYTUX OPraHu3aluaX, KOTOPbIC MOTyYali JaHHYIO MTPOAYKITHIO.

[Toxkany¥iicTa, MepeluIuTe JaHHOE YBEAOMJICHHE IPYTMM OpraHU3alusaM/IMiaM, KOTOPBIX OHA MOMKET
KacaTbcs.

[TprHOCHM CBOM M3BHHEHHS 3a MPUYMHEHHbIE HEYJ00CTBA, KOTOPbIE MOTYT OBITh CBSI3aHBI C JAHHOMN
CUTyallMel, M HaJleeMcs Ha Banie moHMMaHue U MogaepKKy.

KoHTakThl

B cnydae BOBHHKHOBEHHUS BOIIPOCOB OOPAaTUTECh, MTOXKAIYICTa, B CIy)0y moaepxkku Roche:
becrimatnas muaus: 8 800 100-68-96

Bpems pabotei: morenensHuk — natauia ¢ 08:00 go 18:00 mo MockoBckoMy BpeMeHU
e-mail: russia.rcsc@roche.com.

C yBaxxeHueM,

MeHemkep 1o POy KUK
Tem: +7 (495) 229-69-99 Hapbst [IpiHKHHA
DnexTponHas moura: daria.dynkina@roche.com

Daria glygr:;((a:rl]l;/ signed by Daria
. D n kina Dat&y&: 2922.06.21 11:48:35
MemunuHcknii MeHemkep OHKOIOT s y +0300
Tem: + 7 (495) 229-69-99 Enena bornanosa
DnexTponHas moura: elena.bogdanova@roche.com Eleng  Digtaly signed by

Elena Bogdanova

Date: 2022.06.21
Bogdanova ;304 o300
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Supplemental Value Sheet .1 cobas’

COBAS INTEGRA 400 plus analyzer

Please note that following data have been modified or added.

AAT2 Test-ID 0-008 Page 2-3

For translations, see glossary at the end of this document./Ubersetzungen siehe Glossar am Ende dieses Dokuments./Pour connaitre les traductions, consulter le glossaire & la fin de ce document/Para las traducciones,consulte
el glosario al final de este documento./Per le traduzioni, vedere il glossario alla fine di questo documento./Para tradugdes, ver glossario no fim deste documento./Overseettelser kan ses i ordlisten i slutningen af dokumentet./For
oversattningar, se ordlistan i slutet av detta dokument./For oversettelser, se ordliste pé slutten av dette dokumentet./Pfeklady naleznete v glosafi na konci tohoto dokumentu./Prelozené pojmy a vety st uvedené v slovniku
nachadzajlicom sa na konci tohto dokumentu./Ttumaczenia, zob. stownik znajdujacy sie na koricu niniejszego dokumentu/A forditasokat l4sd a dokumentum végén talalhaté fogalomtarban./lo petadpdoeic, deite To yYAwoodpio
oTo TéNoG awToU Tou eyypdidou./Ceviriler icin bu belgenin sonundaki sozliige bakin./BuxTe npeBoauTe B peuHmka B kpas Ha TO31 AoKyMeHT./Tolget vaadake kdesoleva dokumendi I6pus olevast sonastikust./Vertimy ieskokite Sio
dokumento pabaigoje esanciame zodynélyje./Tulkojumus skatit vardnica $i dokumenta beigas./Bap1aHTbl nepesoa npeacTaBNeHb! B rMoccapui B KOHLIE AaHHOro okymeHTa./Vé ban dich, xem bang chi giai & cudi tai liéu
nay./EES IAS TS R AAY A 1572 - IPentru traduceri, consultati glosarul de la sférsitul acestui document./Mepeknaan HaeaeHi B rnocapii B KiLi LIOro JOKyMeHTa.
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FALNI C2€+.LS00€0SAS

AAT2

cobas’

Ver.1
Tina-quant o1-Antitrypsin ver.2
COBAS INTEGRA 400 plus analyzer
03005771322, System-ID 07 9008 7
AAT2: Test-ID 0-008
g/lL pmol/L mg/dL
o7] | &g
Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins [REF]|11355279216
471492 | 2022-10 2.39 44.0 239
518756 | 2023-05 2,52 46.4 252
530429 | 2023-11 2.70 49.7 270
571680 | 2024-02 2.35 43.2 235
C.f.a.s. Proteins [REF]11355279160
471492 | 2022-10 2.39 44.0 239
518756 | 2023-05 2.52 46.4 252
530429 | 2023-11 2.70 49.7 270
g/L pmol/L mg/dL

Lo1]| &3

Value Range 1SD || Value Range 1SD || Value Range 1SD
PreciControl ClinChem Multi 1 05947626190, 05117003190, 05117208922 (Q.C.S.)
410037 |2022-07] [ 0.744] 0.564 - 0.924] 0.060|| 13.7 | 104 - 17.0] 1.1 || 744 | 56.4 - 92.4 | 6.0
410110 | 2022-10] [ 0.843 | 0.642 - 1.044]0.067|| 155 [ 11.9 - 19.1| 1.2 || 84.3 | 64.2 - 104.4]| 6.7
410119 |2023-01] [ 0.743| 0.566 - 0.920]0.059|| 13.7 [ 10.4 - 17.0| 1.1 || 743 | 56.6 - 92.0 | 5.9
461489 |2023-02| [ 0.764 | 0.581 - 0.947]0.061|| 14.1 [ 10.8 - 17.4| 1.1 || 76.4 | 58.1 - 947 | 6.1
461490 |2023-02| [ 0.764] 0.581 - 0.947] 0.061|| 14.1| 108 - 17.4 | 1.1 || 76.4 [ 581 - 94.7 | 6.1
475724 12023-07] [ 0.730 | 0.556 - 0.904]0.058 || 13.4 [ 10.1 - 16.7| 1.1 || 73.0| 55.6 - 90.4 | 5.8
475726 |2023-07] [ 0.730 | 0.556 - 0.904]0.058 || 13.4 [ 10.1 - 167 | 1.1 || 73.0| 55.6 - 90.4 | 5.8
494173 |2023-06] [ 0.693 | 0.528 - 0.858 | 0.055|| 12.8 | 9.8 - 158 | 1.0 || 69.3 | 52.8 - 85.8 | 5.5
515304 | 2024-01]]0.839 | 0.638 - 1.040]0.067 || 15.4 | 11.8 - 19.0| 1.2 || 83.9 ] 63.8 - 104.0] 6.7
525027 |2023-12]]0.737 ] 0.560 - 0.914|0.059|| 13.6| 10.3 - 16.9| 1.1 || 737 | 56.0 - 91.4 | 5.9
525146 | 2024-02|]0.833] 0.632 - 1.034|0.067|| 153 | 11.7 - 189 | 1.2 || 833 | 63.2 - 103.4| 6.7

2/4



FALNI C2€+.LS00€0SAS

cobas’

AAT2 (COBAS INTEGRA 400 plus analyzer) Ver.1
g/lL pmol/L mg/dL
Lo1]| &3

Value Range 1SD || Value Range 1SD || Value Range 18D
PreciControl ClinChem Multi 1 05947626160
410037 | 202207 0.744 | 0.564 - 0.924[0.060|]| 13.7 | 10.4 - 17.0| 1.1 || 744 | 564 - 924 6.0
410110 |2022-10] | 0.843 | 0.642 - 1.044[0.067|]| 155 | 11.9 - 19.1 | 1.2 || 843 | 64.2 - 104.4] 6.7
494173 | 2023-06] ] 0.693 | 0.528 - 0.858 [ 0.055|]| 12.8 | 9.8 - 158 | 1.0 || 69.3] 528 - 85.8] 55
PreciControl ClinChem Multi 2 05947774190, 05117216190, 05117291922 (Q.C.S.)
410030 |2022-06]| 1.49 | 1.13 - 1.85| 012 || 27.4 | 20.8 - 34.0| 22 || 149 | 113 - 185 | 12
410032 |2022-06]| 1.49 | 1.13 - 1.85] 012 || 27.4| 20.8 - 34.0| 22 || 149 | 113 - 185 | 12
410044 |12022-07]| 1.32 | 099 - 1.65| 011 || 243 186 - 30.0| 1.9 || 132 | 99 - 165 | 11
410045 |2022-07]| 1.32 | 099 - 1.65 | 011 || 243]| 186 - 30.0| 1.9 || 132 | 99 - 165 | 11
410076 |2022-11]| 1.44 | 1.08 - 1.80 | 012 || 26.5| 20.2 - 32.8 | 2.1 || 144 | 108 - 180 | 12
410105 |2022-10]| 1.37 | 1.04 - 1.70 [ 011 || 252 19.2 - 31.2| 2.0 || 137 | 104 - 170 | 11
461595 |2023-01]| 1.22 | 092 - 152 | 010 || 224 | 17.0 - 27.8| 1.8 || 122 | 92 - 152 | 10
461597 |12023-01]| 1.22 | 092 - 152 ] 010 || 224 | 17.0 - 27.8 | 1.8 || 122 | 92 - 152 | 10
461602 |2023-07]| 1.33 | 1.00 - 1.66 | 0.11 || 245] 185 - 305 [ 2.0 || 133 | 100 - 166 | 11
461603 |2023-07]| 1.33 | 1.00 - 1.66 | 0.11 || 245] 185 - 30.5| 2.0 || 133 | 100 - 166 | 11
519198 |2024-01|] 1.25| 0.95 - 1.55 [ 0.10 [] 23.0| 176 - 284 | 1.8 || 125 | 95 - 155 | 10
525040 |2024-03|| 1.42 | 1.09 - 175 [ 011 [] 26.1 ] 198 - 324 | 21 || 142 | 109 - 175 | 11
PreciControl ClinChem Multi 2 05947774160
410076 | 2022-11]| 1.44 | 1.08 - 1.80 | 0.12 || 26.5| 20.2 - 32.8 | 2.1 || 144 | 108 - 180 | 12
410105 |2022-10]| 1.37 | 1.04 - 1.70 [ 011 || 252 19.2 - 312 2.0 || 137 | 104 - 170 | 11
461597 |2023-01]| 1.22 | 092 - 152 | 010 || 224 | 17.0 - 27.8| 1.8 || 122 | 92 - 152 | 10
461603 |2023-07]| 1.33 | 1.00 - 1.66 [ 0.11 || 245] 185 - 305 | 2.0 || 133 | 100 - 166 | 11
Precinorm Protein 10557897122
505387 |2023-03|| 1.24 | 0.94 - 154 [ 010 [] 228 174 - 282 1.8 || 124 | 94 - 154 | 10
539387 |2023-07|] 1.25] 0.95 - 1.55 [ 0.10 [] 23.0] 176 - 284 | 1.8 || 125 ] 95 - 155 | 10
Precinorm Protein 10557897160
471493 |2022-11|| 1.28 | 0.98 - 1.58 | 0.10 || 23.6 | 17.9 - 29.3| 1.9 || 128 | 98 - 158 | 10
505387 |2023-03|| 1.24 | 0.94 - 154 [ 010 ] 228 174 - 282 1.8 || 124 | 94 - 154 | 10
539387 |2023-07|] 1.25| 0.95 - 1.55 [ 0.10 [] 23.0]| 176 - 284 | 1.8 || 125 ] 95 - 155 | 10
Precipath Protein [REF]11333127122
471494 |2022-11|| 2.36 | 1.79 - 2.93| 019 || 434 | 32.9 - 539 | 35 || 236 | 179 - 293 | 19
505394 |2023-03|] 2.36 | 1.79 - 2.93 | 019 [] 434 | 329 - 539 35 || 236 | 179 - 293 | 19
539389 |2023-07|]| 2.24 | 1.70 - 278 | 0.18 || 41.2]| 313 - 51.1| 33 || 224 | 170 - 278 | 18
Precipath Protein 11333127160
471494 |2022-11]| 2.36 | 1.79 - 2.93| 019 || 434 | 32.9 - 53.9| 35 || 236 | 179 - 293 | 19
505394 |2023-03|] 2.36 | 1.79 - 2.93 | 019 [] 434 ]| 329 - 539 35 || 236 | 179 - 293 | 19
539389 |2023-07|| 2.24 | 1.70 - 278 [ 0.18 || 412 31.3 - 51.1| 33 || 224 | 170 - 278 | 18
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FALNI ¢2€122500€0SAS

Supplemental Value Sheet ver.

cobas’

Glossary

EN Glossary Page Calibration value Value Range 1SD  not for use in the USA

DE Glossar Seite Kalibrationswert Wert Bereich 18D nicht zur Verwendung in den USA

FR Glossaire Page Valeur de calibration Valeur Intervalle  1SD  non disponible aux USA

ES Glosario Pégina Valor de calibracion Valor Intervalo 1DE  no se utiliza en los EE. UU.

IT  Glossario Pagina Valore di calibrazione Valore Intervallo 1DS  non per 'uso negli USA

PT Glossério Pagina Valor de calibragéo Valor Intervalo  1DP  n&o disponivel nos EUA

DA Ordliste Side Kalibreringsveerdi Veerdi Omrade 1SD  ikke til brug i USA

SV Ordlista Sida Kalibreringsvarde Varde Intervall 1SD  anvéands ej i USA

NO Ordliste Side Kalibreringsverdi Verdi Omrade 18D  ikke tilgjengelig i USA

CS Glosar Strana Kalibra¢ni hodnota Hodnota  Rozsah 1SD  neni uréeno pro pouziti v USA

SK  Slovnik Strana Kalibra¢na hodnota Hodnota ~ Rozsah 1SD  nie je urCené na pouzitie v USA

PL  Stownik Strona Wartos¢ kalibracji Warto§¢ ~ Zakres 1SD  nie do uzycia w USA

HU  Fogalomtar Oldal Kalibréciés érték Erték Tartomany 1SD  az USA terilletén nem alkalmazandé
EL M\woodpio Tehidor Tipr) Ba®povounong Tipn Eupoc 1SD  Gev mpoopiceTan yiax xpron otig H.M.A.
TR  Sézliikge Sayfa Kalibrasyon degeri Deger Aralik 1SD  ABD'de kullaniimaz

BG Peunuk Crpannua  KanmbpauuonHa ctoiiHocT — CtorHocT — Obxsar 1SD  He ce n3nonssa B CALL

ET  Sonastik Lehekilg  Kalibreerimisvaéartus Vaartus ~ Vahemik  1SD  Eiole kasutamiseks Ameerika Uhendriikides.
LT  Terminy zodynas Puslapis  Kalibravimo reikSmé ReikSmé  Intervalas  1SD  neprieinama JAV

LV Vardnica Lapa Kalibracijas vertiba Vertiba Diapazons 1SN nav paredzéts lietoSanai ASV

RU  noccapwit Crpanuua  KanubposouHoe 3HaueHne 3Hauenne [uwanaszoH 1SD  He ona ucnons3osanusa B CLUA

VI Bang chu giai thuat ngtr  Trang Gia tri chun dinh Gia tri Khoang 1SD  khéng st dung & My

ZH R TTh5 TEFME HifE SO 1D AT EE

RO Glosar Pagina Valoare de calibrare Valoare Interval 1SD  nu este destinat utilizarii in SUA

UK Tnocapin CropiHka  KanibpyBanbHe 3HayeHHA  3HayenHs [lianasoH  1CB  onA BuKopucTaHHA y KpaiHax 3a mexamu CLUA
EN  Supplemental Value Sheet Please note that following data have been modified or added.

DE
FR
ES
I

PT
DA
sv
NO
cs
SK

HU
EL
TR
BG
ET
LT
Lv
RU
\

ZH
RO
UK

Ergénzendes Werteblatt

Fiche de valeurs complémentaire
Ficha de valores adicional

Foglietto aggiuntivo relativo ai valori teorici
Folha de valores suplementar
Supplerende veerdiskema
Kompletterande vérdeark
Supplerende verdiskjema

Doplrikovy list hodnot

Doplnkova tabulka hodnot
Uzupetniajacy arkusz wartosci
Pétadatlap

ZupnAnpwpoTKO GUAAO TIHGV
Tamamlayici Deger Sayfasi
[lonbnHuTenHa MMCTOBKA ChC CTOMHOCTM
Lisavaartuste leht

Papildoma reikSmiy lentelé

Papildu vértibu lapa
JlononHUTeNbHbIA NepeyeHb 3HaYeHi
Tor gid tri b6 sung

Hh IR {E

Fisa cu valori suplimentara
[lofatkosa TabnuuA 3HaYeHb

Bitte beachten Sie, dass folgende Daten gedndert oder hinzugefiigt wurden.
Veuillez noter que les données suivantes ont été modifiées ou ajoutées.
Observe que los siguientes datos han sido modificados o afiadidos.

Nota: i seguenti dati sono stati modificati o aggiunti.

Note que os seguintes dados foram modificados ou adicionados.

Bemaerk, at nedenstaende data er eendret eller tilfojet.

Observera att féljande data har &ndrats eller lagts till.

Veer oppmerksom pa at folgende data er endret eller lagt til.

Vezméte, prosim, na védomi, Ze nasledujici Udaje byly zménény nebo pfidany.
Upozorfiujeme Vas, Ze nasledujice Udaje boli upravené alebo pridang.

Nalezy wzig¢ pod uwage, ze podane ponizej dane zostaty zmodyfikowane lub zostaty dodane.
Kérjtik, vegyék figyelembe, hogy az alabbi adatokat mddositottak ill. hozzaadték.
N&BeTe umdyn OTI To MOPOKATE SESOPEV EXOUV TpOTTOTIOINGEI I TIPOOTEDEI.
Asagidaki verilerde degisiklik veya ekleme yapildigini ltfen dikkate alin.

Mons, 06bpHETE BHUMAHKe, Ye CieAHUTe AaHHM Ca MPOMEHEHW Ui A0BaBEHM.
Juhime téhelepanu, et jargmised andmed on muudetud véi lisatud.

Atkreipkite démesj, kad Sie duomenys buvo pakeisti arba papildyti.

Ladzu, nemiet véra, ka ir mainiti vai pievienoti turpmak noraditie dati.

O6patiTe BHUMaHKe, YTO cneayroLLie faHHble 6binv M3MEeHeHb! Ui [06aBneHb!.
Vui 1ong Iwu ¥ rang dit liéu sau da dwoc stra d6i hodc b sung.

AR EESEGRIT T EE -

Retineti ca urmatoarele date au fost modificate sau adaugate.

3BepHiTb yBary, Lo 6yno 3viHeHo abo fofaHo Taki AaHi:

2022-03
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8AL0GO SASSION®

Supplemental Value Sheet vers

cobas ¢ 311/501/502/701/702 analyzers

Please note that following data have been modified or added.

FERR4

AAT2
FERR4

CHO2I*
CHO2A

LIPC

ALP2S
ALP2L

CRP4X
CRP4X
CRP4X

CRP4*
CRP4*
CRP4*

ACN 8692

ACN (8)048
ACN 8692

ACN (8)798
ACN (8)433

ACN (8)786/ (8)789

ACN (8)158
ACN (8)683

ACN 736
ACN (8)736
ACN 8736

ACN 256
ACN (8)256
ACN 8256

Page 2

Page 3-5
Page 6

Page 7
Page 8

Page 9

Page 10-13
Page 10-13

Page 14
Page 15
Page 16

Page 17-18
Page 19-20
Page 21-22

Ver.8 (c701/702, USA)

Ver.7
Ver.7 (c701/702)

Ver.6
Ver.6

Ver.5

Ver.4 (c311/501/502)
Ver.4

Ver.3 (c311)
Ver.3 (c501/502)
Ver.3 (c701/702)

Ver.2 (c311)
Ver.2 (c501/502)
Ver.2 (c701/702)

* not for use in the USA

cobas’

For translations, see glossary at the end of this document./Ubersetzungen siehe Glossar am Ende dieses Dokuments./Pour connaitre les traductions, consulter le glossaire & la fin de ce document/Para las traducciones,consulte
el glosario al final de este documento./Per le traduzioni, vedere il glossario alla fine di questo documento./Para tradugdes, ver glossario no fim deste documento./Overszttelser kan ses i ordlisten i slutningen af dokumentet./For
Gverséttningar, se ordlistan i slutet av detta dokument./For oversettelser, se ordliste pa slutten av dette dokumentet./Preklady naleznete v glosaii na konci tohoto dokumentu./Prelozené pojmy a vety st uvedené v slovniku

nachadzajticom sa na konci tohto dokumentu./Ttumaczenia, zob. stownik znajdujgcy sie na koricu niniejszego dokumentu/A forditésokat lasd a dokumentum végén taldlhaté fogalomtarban./Mo perapaoeic, Seite 10 yAwoodpio

oTo TEAOG awToU Tou eyypadou./Ceviriler icin bu belgenin sonundaki sozlige bakin./Binxte npesoauTe B peuHmka B kpan Ha To3u fokymeHT./Tolget vaadake kéesoleva dokumendi 15pus olevast sonastikust./Vertimy ieskokite Sio
dokumento pabaigoje esanciame Zodynélyje./Tulkojumus skatit vardnica &7 dokumenta beigas./BapuaHTsl nepesofia NpeAcTaBeHs! B roccapii B KOHLIE aHHOro fokymeHTa./Vé ban dich, xem bang ch giai & cudi tai liéu

nay. /iR Z WA SRS R AAT AR 1EZE - /Pentru traduceri, consultati glosarul de la sfarsitul acestui document./Mepeknanu HaeneHi B rnocapii B KiHLii LibOro AOKyMeHTa.
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8AL0GO SASSION®

FERR4 Ver.8
Tina-quant Ferritin Gen.4
cobas ¢ 701/702 analyzers
05172390190, System-ID 05 6966 5
FERR4: ACN 8692
e-BC Ver. Ho/L pmollL ng/mL
to1] | &3 Std.
¢7011¢c702 Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins [REF|11355279160
2 31.7 71.2 31.7
3 130 292 130
471492 | 202210 || 2 2 4 298 670 298
5 633 1420 633
6 1680 3770 1680
2 34.6 77.7 34.6
3 141 317 141
518756 | 2023-05 2 2 4 324 728 324
5 690 1550 690
6 1830 4110 1830
2 32.3 72.6 32.3
3 132 297 132
530429 | 202311 || 2 2 4 303 681 303
5 643 1440 643
6 1710 3840 1710
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8AL0GO SASSION®

AAT2

Tina-quant a1-Antitrypsin ver.2

cobas ¢ 311/501/502 analyzers

03005771322, System-ID 07 9008 7

For cobas ¢ 311/501 analyzers:
AAT2: ACN 048

For cobas ¢ 502 analyzer:

AAT2: ACN 8048

cobas ¢ 701/702 analyzers

Ver.7

cobas’

05991978190, System-ID 03 9008 7

For cobas ¢ 701/702 analyzers:
AAT2: ACN 8048

e-BC Ver. glL pmol/L mg/dL
to7] | &3 Std.
¢311]¢501¢502]¢701|c702 Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins [REF]11355279216
2 0.550 10.1 55.0
3 1.10 20.2 110
471492 | 2022-10 || 2 2 2 2 2 4 2.25 41.4 225
5 3.68 67.7 368
6 5.38 99.0 538
2 0.578 10.6 57.8
3 1.16 21.3 116
518756 | 2023-05 || 2 2 2 2 2 4 2.36 43.4 236
5 3.87 71.2 387
6 5.65 104 565
2 0.608 11.2 60.8
3 1.22 22.4 122
530429 | 2023-11 2 2 2 2 2 4 2.48 45.6 248
5 4.07 74.9 407
6 5.95 109 595
2 0.531 9.77 53.1
3 1.06 19.5 106
571680 | 2024-02 || 2 2 2 2 2 4 217 39.9 217
5 3.56 65.5 356
6 5.20 95.7 520
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AAT2 verr CODbas’

8AL0GO SASSION®

e-BC Ver. gL pmol/L mg/dL
o7 | &g Std.
¢311{¢501{c502|c701|c702 Calibration Value Calibration Value Calibration Value

C.f.a.s. Proteins [REF]11355279160

2 0.550 10.1 55.0

3 1.10 20.2 110
471492 | 2022-10 2 2 2 2 2 4 2.25 414 225

5 3.68 67.7 368

6 5.38 99.0 538

2 0.578 10.6 57.8

3 1.16 21.3 116
518756 | 2023-05 2 2 2 2 2 4 2.36 43.4 236

5 3.87 71.2 387

6 5.65 104 565

2 0.608 11.2 60.8

3 1.22 22.4 122
530429 | 2023-11 2 2 2 2 2 4 2.48 45.6 248

5 4.07 74.9 407

6 5.95 109 595

e-BC Ver. g/lL pmollL mg/dL

Lot]| &3

PreciControl ClinChem Multi 1 05947626190, 05117003190, 05117208922 (Q.C.S.)

¢311{c501]|c502|c701|c702| | Value Range 1SD || Value Range 1SD || Value Range 18D

410037 [2022-07|| 3 3 3 3 3 0.802]0.610 - 0.994|0.064 || 14.8 | 11.2 - 184 | 1.2 80.2 1 61.0 - 99.4 | 6.4
410110 |2022-10 3 3 3 3 3 0.899]0.683 - 1.115]0.072 || 16.5| 12.6 - 20.4 | 1.3 89.9 1 68.3 - 111.5] 7.2
410119 | 2023-01 3 3 3 3 3 0.82810.630 - 1.0260.066|| 15.2 | 11.6 - 18.8 ] 1.2 82.8 | 63.0 - 102.6] 6.6
461489 |2023-02 2 2 2 2 2 0.831]0.633 - 1.0290.066 || 15.3 | 11.7 - 18.9 ] 1.2 83.1 | 63.3 - 102.9] 6.6
461490 | 2023-02 3 3 3 3 3 0.831]0.633 - 1.0290.066 || 15.3 | 11.7 - 18.9 ] 1.2 83.1 | 63.3 - 102.9] 6.6
475724 12023-07|| 2 2 2 2 2 0.806] 0.614 - 0.9980.064 || 14.8 | 11.2 - 18.4 ] 1.2 80.6 | 61.4 - 99.8 | 6.4
475726 12023-07|| 2 2 2 2 2 0.806 ] 0.614 - 0.998|0.064 || 14.8 | 11.2 - 18.4 | 1.2 80.6 | 61.4 - 99.8 | 6.4
494173 |2023-06 2 2 2 2 2 0.789]0.600 - 0.978]0.063|] 14.5| 10.9 - 18.1] 1.2 7891 60.0 - 97.8 | 6.3
515304 |2024-01 2 2 2 2 2 0.869]0.659 - 1.079]0.070{| 16.0 | 121 - 19.9 | 1.3 86.9 | 65.9 - 107.9] 7.0
525027 |2023-12 2 2 2 2 2 0.811]0.616 - 1.0060.065|| 14.9 | 11.3 - 185 ] 1.2 81.1 | 61.6 - 100.6] 6.5
525146 | 2024-02 2 2 2 2 2 0.872]0.662 - 1.082]0.070|| 16.0 | 121 - 19.9 | 1.3 87.2 | 66.2 - 108.2] 7.0

PreciControl ClinChem Multi 1 05947626160
410037 |2022-07 (| 4 4 4 4 4 0.802| 0.610 - 0.994|0.064 || 14.8 | 11.2 - 184 | 1.2 || 80.2| 61.0 - 99.4 | 6.4
410110 |2022-10(| 4 4 4 4 4 0.899|0.683 - 1.115|0.072|| 16.5| 126 - 204 | 1.3 || 89.9 | 68.3 - 111.5| 7.2
494173 |2023-06|| 2 2 2 2 2 0.789]0.600 - 0.978]0.063|| 14.5] 109 - 181 | 1.2 || 789 ] 60.0 - 97.8| 6.3
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AAT2 verr CODbas’

8AL0GO SASSION®

e-BC Ver. glL pmol/L mg/dL

Lot]| &3

PreciControl ClinChem Multi 2 05947774190, 05117216190, 05117291922 (Q.C.S.)

¢311{c501|c502|c701|c702| | Value Range 1SD || Value Range 1SD || Value Range 1SD

410030 | 2022-06 3 3 3 3 3 1.47 1 111 - 1.83 ] 012 || 27.0 | 20.4 - 33.6 | 2.2 147 | 111 - 183 [ 12
410032 |2022-06 2 2 2 2 2 1.47 1 111 - 1.83 ] 012 || 27.0 | 204 - 33.6 | 2.2 147 | 111 - 183 [ 12
410044 |2022-07 3 3 3 3 3 1.36 | 1.03 - 1.69 | 0.11 2501 19.0 - 31.0] 2.0 136 | 103 - 169 11
410045 | 2022-07 3 3 3 3 3 1.36 | 1.08 - 1.69 | 0.11 25.0 1 19.0 - 31.0] 2.0 136 | 103 - 169 11
410076 |2022-11 3 3 3 3 3 1441108 - 1.80 | 0.12 || 26.5 ] 20.2 - 32.8 | 2.1 144 | 108 - 180 [ 12
410105 |2022-10 3 4 3 3 3 1391 1.06 - 1.72 | 0.11 2561 19.6 - 31.6 | 2.0 139 | 106 - 172 11
461595 |2023-01 1 1 1 1 1 1311 1.01 - 1.61] 010 || 241 | 184 - 29.8 | 1.9 131 | 101 - 161 10
461597 |2023-01 1 1 1 1 1 1.31 ] 1.01 - 1.61] 0.10 || 24.1 | 184 - 29.8 | 1.9 131 | 101 - 161 10
461602 |2023-07 2 2 2 2 2 1.39 | 1.06 - 1.72 | 0.11 2561 19.6 - 31.6 | 2.0 139 | 106 - 172 11
461603 |2023-07 2 2 2 2 2 1391 1.06 - 1.72 | 0.11 2561 19.6 - 31.6 | 2.0 139 | 106 - 172 11
519198 | 2024-01 2 2 2 2 2 1.32 1 0.99 - 1.65| 0.11 24.31 186 - 30.0| 1.9 132 | 99 - 165 11
525040 |2024-03 2 2 2 2 2 1441108 - 1.80 | 0.12 || 26,5 20.2 - 32.8 | 2.1 144 | 108 - 180 [ 12

PreciControl ClinChem Multi 2 05947774160
410076 |2022-11]| 2 | 2 2 | 2 [[144] 108 - 180 ] 012]| 265] 202 - 38| 21 || 144 [ 108 - 180 ] 12
410105 [2020-10]| 4 | 4 4 |1 1.39]1.06 - 1.72 | 011|256 19.6 - 31.6 ] 2.0 || 139 [ 106 - 172 | 11
461597 [2023-01]| 1 | 1 K 131 ] 1.01 - 1.61 [ 010 || 241] 184 - 298] 1.9 || 131 | 101 - 161 | 10
461603 [2023-07]| 2 | 2 [ 2 [ 2 | 2 || 139] 106 - 172 011 || 256 196 - 31.6] 20 || 139 | 106 - 172 [ 11
Precinorm Protein 10557897122
505387 |2023-03 2 2 2 2 1231 093 - 1.53] 0.10 226 | 172 - 280 1.8 123 93 - 153 10
539387 [2023-07]] 2 | 2 | 2 [ 2 [ 2 || 125] 095 - 155[ 00| 23.0] 176 - 284 ] 18 || 125 | 95 - 155 | 10
Precinorm Protein 10557897160
471493 |202241|| 2 | 2 [ 2 [ 2 | 2 || 127] 097 - 157 010]] 234|177 - 201 ] 19 |[ 127 ] 97 - 157 ] 10
505387 |2023-03 2 2 2 2 2 1231 093 - 1.53] 0.10 226 | 172 - 280 1.8 123 93 - 153 10
539387 [2023-07]] 2 | 2 | 2 [ 2 | 2 || 125] 095 - 1.55[ 010|[23.0] 176 - 284 ] 18 || 125 | 95 - 155 | 10
Precipath Protein 11333127122
471494 |20221)| 2 | 2 | 2 [ 2 | 2 || 230|176 - 284|018 ]| 423|321 - 525] 34 [[ 230 ]| 176 - 284 | 18
505394 |2023-03 2 2 2 2 2 229 | 1.75 - 283 0.18 4211 31.9 - 523 | 3.4 229 | 175 - 283 18
539389 [2023-07]] 2 | 2 | 2 [ 2 [ 2 || 217] 166 - 268 017|399 303 - 49.5] 32 || 217 | 166 - 268 | 17
Precipath Protein 11333127160
471494 [2020-11]| 2 | 2 | 2 [ 2 | 2 || 230] 176 - 284 | 018 || 423 | 321 - 525] 34 || 230 | 176 - 284 | 18
505394 |2023-03 2 2 2 2 2 229 | 1.75 - 283 0.18 4211 31.9 - 523 | 3.4 229 | 175 - 283 18
539389 [2023-07]] 2 | 2 | 2 [ 2 [ 2 || 217] 166 - 268 017 || 39.9] 303 - 49.5] 32 || 217 | 166 - 268 | 17

— &N
~

N
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8AL0GO SASSION®

FERR4 Ver.7
Tina-quant Ferritin Gen.4
cobas ¢ 701/702 analyzers
05172390190, System-ID 05 6966 5
FERR4: ACN 8692
e-BC Ver. Ha/L pmollL ng/mL
to1] | &3 Std.
¢7011¢c702 Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins [REF|11355279216
2 31.7 71.2 31.7
3 130 292 130
471492 | 2022-10 || 2 2 4 298 670 298
5 633 1420 633
6 1680 3770 1680
2 34.6 77.7 34.6
3 141 317 141
518756 | 202305 [| 2 2 4 324 728 324
5 690 1550 690
6 1830 4110 1830
2 32.3 72.6 32.3
3 132 297 132
530429 | 2023-11 [| 2 2 4 303 681 303
5 643 1440 643
6 1710 3840 1710
2 30.7 69.0 30.7
3 125 281 125
571680 | 202402 [| 2 2 4 288 647 288
5 612 1380 612
6 1620 3640 1620
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8AL0GO SASSION®

CHOL2

Cholesterol Gen.2
cobas ¢ 311/501/502 analyzers
03039773190, System-ID 07 6726 3

For cobas ¢ 311/501 analyzers:
CHO2I: ACN 798 *

For cobas ¢ 502 analyzer:
CHO2I: ACN 8798 *

Ver.6 C(O)bas®

cobas ¢ 701/702 analyzers

05168538190, System-ID 05 6726 3
05168538214, System-ID 05 6726 3
For cobas ¢ 701/702 analyzers:

CHO2I: ACN 8798 *

e-BC Ver. mmol/L mg/dL g/lL

o1 | &3
¢311|¢501(c502|c701|c702 Calibration Value Calibration Value Calibration Value

Calibrator for automated systems 10759350190
324155 | 2021-04 3 3 3 3 3 4.09 158 1.58
324156 | 2021-04 3 3 3 3 3 4.09 158 1.58
324157 | 2021-04]| 3 3 3 3 3 4.09 158 1.58
324158 | 2021-04 3 3 3 3 3 4.09 158 1.58
324159 | 2021-04 3 3 3 3 3 4.09 158 1.58
324160 | 2021-04]| 3 3 3 3 3 4.09 158 1.58
391514 | 2021-12|| 3 3 3 3 3 4.09 158 1.58
391515 | 2021-12 3 3 3 3 3 4.09 158 1.58
391516 | 2021-12]| 3 3 3 3 3 4.09 158 1.58
410063 | 2021-12 3 3 3 3 3 4.05 157 1.57
410064 | 2021-12|| 2 2 2 2 2 4.05 157 1.57
410065 | 2021-12]| 2 2 2 2 2 4.05 157 1.57
410066 | 2021-12|| 2 2 2 2 2 4.05 157 1.57
410067 | 2021-12|| 2 2 2 2 2 4.05 157 1.57
410068 | 2021-12|| 3 3 3 3 3 4.05 157 1.57
410090 | 2022-08|| 2 2 2 2 2 4.18 162 1.62
410091 | 2022-08|| 2 2 2 2 2 4.18 162 1.62
410092 | 2022-08|| 2 2 2 2 2 4.18 162 1.62
410093 | 2022-08|| 2 2 2 2 2 4.18 162 1.62
410094 | 2022-08 2 2 2 2 2 418 162 1.62
410095 | 2022-08f | 1 1 1 1 1 4.18 162 1.62
479241 | 2022-08|| 2 2 2 2 2 4.18 162 1.62

* not for use in the USA
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CHOL2 s CcObas’

8AL0GO SASSION®

Cholesterol Gen.2

cobas ¢ 311/501/502 analyzers cobas ¢ 701/702 analyzers

03039773190, System-ID 07 6726 3 05168538190, System-ID 05 6726 3
05168538214, System-ID 05 6726 3

For cobas ¢ 311/501 analyzers: For cobas ¢ 701/702 analyzers:
CHO2A: ACN 433 CHO2A: ACN 8433

For cobas ¢ 502 analyzer:
CHO2A: ACN 8433

e-BC Ver. mmol/L mg/dL g/lL

tot] | &3
¢311(c501|¢c502|c701(c702 Calibration Value Calibration Value Calibration Value

Calibrator for automated systems 10759350360
391517 [2021-08] | 3 3 3 3 3 417 161 1.61
391518 [2021-08]| 3 3 3 3 3 4.17 161 1.61
391519 [2021-08]| 3 3 3 3 3 4.17 161 1.61
410974 [2022-01]| 3 3 3 3 3 411 159 1.59
410975 [2022-01]| 3 3 3 3 3 411 159 1.59
479238 [2022-06] | 2 2 2 2 2 4.29 166 1.66
479239 [2022-06] | 2 2 2 2 2 4.29 166 1.66
479240 [2022-06] | 2 2 2 2 2 4.29 166 1.66
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8AL0GO SASSION®

LIPC

Lipase colorimetric assay

cobas ¢ 311/501/502 analyzers

03029590322, System-ID 07 5900 7
For cobas ¢ 311/501 analyzers:

LIP: ACN 789

S-LIP: ACN 786

For cobas ¢ 502 analyzer:
LIP: ACN 8789
S-LIP: ACN 8786

Ver.5

cobas ¢ 701/702 analyzers

07041918190, System-ID 05 5900 8
For cobas ¢ 701/702 analyzers:

LIP: ACN 8789
S-LIP: ACN 8786

cobas’

e-BC Ver. UL pKat/L
o7 | &g

¢311/¢501]¢502|c701|c702|| Value Range 1SD Value Range 1SD
PreciControl ClinChem Multi 1 05947626190, 05117003190, 05117208922 (Q.C.S.)
324196 |2021-04 5 5 5 5 5 44.4 36.3 - 525 2.7 0.741 | 0.609 0.873 | 0.044
324209 |2021-08 3 3 3 3 3 45.7 376 - 53.8 2.7 0.763 | 0.625 0.901 | 0.046
324213 |2021-07f] 2 2 2 2 2 477 | 39.0 - 564 | 29 0.797 | 0.653 0.941 [ 0.048
324222 ]2021-10 2 2 2 2 2 40.7 335 - 479 2.4 0.680 | 0.557 0.803 | 0.041
410037 |2022-07 2 2 2 2 2 44.6 365 - 527 2.7 0.745 | 0.610 0.880 | 0.045
410110 |2022-10f] 2 2 2 2 2 444 | 363 - 525 | 27 0.741 | 0.609 0.873 | 0.044
410119 ]2023-01 2 2 2 2 2 43.5 357 - 513 2.6 0.726 | 0.594 0.858 | 0.044
461489 |2023-02 1 1 1 1 1 43.1 353 - 509 2.6 0.720 | 0.591 0.849 | 0.043
461490 |2023-02 2 2 2 2 2 43.1 3563 - 509 2.6 0.720 | 0.591 0.849 | 0.043
PreciControl ClinChem Multi 1 05947626160
324209 |2021-08[| 4 4 4 4 4 457 | 376 - 538 | 27 0.763 | 0.625 0.901 | 0.046
410037 |2022-07|| 3 3 3 3 3 446 | 365 - 527 | 27 0.745 | 0.610 0.880 | 0.045
410110 |2022-10(] 3 3 3 3 3 444 | 363 - 525 | 27 0.741 | 0.609 0.873 | 0.044

9/23




8AL0GO SASSION®

ALP2

Ver.4

Alkaline Phosphatase acc. to IFCC Gen.2

(Schumann)

cobas ¢ 311/501/502 analyzers

03333752190, System-ID 07 6761 1
03333701190, System-ID 07 6760 3

For cobas ¢ 311/501 analyzers:
ALP2S: ACN 158
ALP2L: ACN 683

For cobas ¢ 502 analyzer:
ALP2S: ACN 8158
ALP2L: ACN 8683

cobas ¢ 701/702 analyzers

05166888190, System-ID 05 6760 3
05166888214, System-ID 05 6760 3

For cobas ¢ 701/702 analyzers:
ALP2L: ACN 8683

e-BC Ver. UL pKat/L
LoT] | &g
¢311{c501|¢c502(c701|c702 Calibration Value Calibration Value

Calibrator for automated systems 10759350190

399938 [2020-07|| 3 2 2 2 2 257 4.29
399940 | 2020-07 || 2 2 2 2 2 257 4.29
324129 [ 2021-01]| 2 2 2 2 2 275 4.59
324130 [ 2021-01]| 2 2 2 2 2 276 4.61
324131 [2021-01|| 2 2 2 2 2 289 4.83
324132 [2021-01|| 2 2 2 2 2 285 4.76
324133 [2021-01|| 2 2 2 2 2 278 4.64
324134 [2021-01]| 2 2 2 2 2 285 4.76
324142 [2021-01]| 2 2 2 2 2 282 4.71
324143 [2021-01]| 2 2 2 2 2 274 4.58
324144 [2021-01]| 2 2 2 2 2 286 4.78
324145 [2021-01]| 2 2 2 2 2 289 4.83
324146 [2021-01]| 2 2 2 2 2 275 4.59
324147 [2021-01]| 2 2 2 2 2 285 4.76
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8AL0GO SASSION®

ALP2

Ver.4

cobas’

e-BC Ver. UL pKat/L
LoT] | &3
¢311|c501|¢502(c701|c702 Calibration Value Calibration Value

Calibrator for automated systems 10759350190

324155 [2021-04| | 2 2 2 2 2 241 4.02
324156 [2021-04|| 2 2 2 2 2 251 4.19
324157 [2021-04|| 2 2 2 2 2 252 4.21
324158 | 2021-04|| 2 2 2 2 2 257 4.29
324159 | 2021-04|| 1 1 1 1 1 253 4.23
324160 |2021-04]| 2 2 2 2 2 253 4.23
391514 [2021-12]| 2 2 2 2 2 227 3.79
391515 [2021-12]| 2 2 2 2 2 236 3.94
391516 [2021-12]| 2 2 2 2 2 231 3.86
410063 [ 2021-12]| 2 2 2 2 2 225 3.76
410064 [2021-12]| 1 1 1 1 1 229 3.82
410065 [ 2021-12]| 1 1 1 1 1 238 3.97
410066 |2021-12]| 1 1 1 1 1 237 3.96
410067 [2021-12]| 1 1 1 1 1 236 3.94
410068 | 2021-12]| 1 1 1 1 1 242 4.04
Calibrator for automated systems 10759350360

324174 [2020-11]| 2 2 2 2 2 256 4.28
324175 [2020-11]| 2 2 2 2 2 245 4.09
324176 [ 2020-11]| 2 2 2 2 2 247 4.12
324177 [2020-11]| 2 2 2 2 2 241 4.02
391517 [2021-08]| 2 2 2 2 2 239 3.99
391518 [2021-08]| 2 2 2 2 2 242 4.04
391519 [2021-08]| 2 2 2 2 2 238 3.97
410974 | 202201 | 2 2 2 2 2 240 4.01
410975 | 202201 | 2 2 2 2 2 241 4.02
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ALP2 s CcObas’

8AL0GO SASSION®

e-BC Ver. UL pKat/L

o1] | g3

¢311/¢501]¢502|c701|c702|| Value Range 18D Value Range 1SD
PreciControl ClinChem Multi 1 05947626190, 05117003190, 05117208922 (Q.C.S.)
250241 |2020-11[] 7 7 7 7 7 112 91 - 133 7 1.87 | 154 - 220 | o0.11
250254 |2020-10[] 6 6 6 6 6 112 91 - 133 7 1.87 | 154 - 220 | o0.11
324196 |2021-04[] 5 5 5 5 5 108 90 - 12 6 1.80 | 147 - 213 | o.11
324209 |2021-08[] 3 3 3 3 3 110 89 - 13 7 184 | 151 - 217 | o011
324213 |2021-07[] 2 2 2 2 2 114 93 - 135 7 1.90 | 157 - 223 | 0.1
324222 |2021-10(] 2 2 2 2 2 111 90 - 132 7 185 | 152 - 218 | o0.11
410037 |2022-07(] 2 2 2 2 2 9.8 | 79.4 - 1142 | 5.8 162 | 132 - 192 | 0.10
410110 |2022-10(] 2 2 2 2 2 111 9 - 132 7 185 | 152 - 218 [ o0.11
410119 |2023-01[] 2 2 2 2 2 109 88 - 130 7 1.82 | 149 - 215 | 0.1
461489 [2023-02f] 1 1 1 1 1 104 86 - 122 6 174 | 144 - 204 | 010
461490 [2023-02[] 2 2 2 2 2 108 90 - 12 6 1.80 | 147 - 213 | 0.1
PreciControl ClinChem Multi 1 05947626160
250241 |2020-11[] 4 4 4 4 4 112 91 - 133 7 1.87 | 154 - 220 | o0.11
250254 |2020-10(] 6 6 6 6 6 112 91 - 133 7 1.87 | 154 - 220 [ o0.11
324209 |2021-08[] 4 4 4 4 4 110 89 - 13 7 1.84 | 151 - 217 | o1
410037 |2022-07(] 3 3 3 3 3 9.8 | 79.4 - 1142 | 5.8 162 | 132 - 192 | 010
410110 |2022-10[] 3 3 3 3 3 111 90 - 132 7 185 | 152 - 218 | o0.11
PreciControl ClinChem Multi 2 05947774190, 05117216190, 05117291922 (Q.C.S.)
250267 |2020-11|] 6 6 6 6 6 238 | 196 - 280 14 397 | 325 - 469 | 0.24
250280 |2020-12f] 5 5 5 5 5 235 | 193 - 217 14 392 | 320 - 464 | 024
324345 |2021-04 3 3 3 3 3 243 198 - 288 15 4.06 334 - 478 0.24
324348 |2021-04[] 2 2 2 2 2 218 | 179 - 257 13 364 | 298 - 430 | 022
410030 |2022-06(] 2 2 2 2 2 236 | 194 - 278 14 394 | 322 - 466 | 024
410032 |2022-06f] 1 1 1 1 1 247 | 202 - 292 15 412 | 337 - 487 | 025
410044 |2022-07(] 2 2 2 2 2 240 | 198 - 282 14 401 | 329 - 473 | 024
410045 |2022-07[] 2 2 2 2 2 251 | 206 - 296 15 419 | 344 - 494 | 025
410076 |2022-11[] 2 2 2 2 2 232 | 190 - 274 14 387 | 318 - 456 | 023
410105 |2022-10(] 2 2 2 2 2 250 | 205 - 295 15 418 | 343 - 493 | 025
461595 |2023-01[] 1 1 1 1 1 232 | 190 - 274 14 387 | 318 - 456 | 023
461597 |2023-01[] 1 1 1 1 1 241 199 - 283 14 402 | 330 - 474 | 024
PreciControl ClinChem Multi 2 [REF] 05947774160
250267 |2020-11[] 6 6 6 6 6 238 | 196 - 280 14 397 | 325 - 469 | 0.24
250280 |2020-12f] 4 4 4 4 4 235 | 193 - 277 14 392 | 320 - 464 | 024
324345 |2021-04f] 5 5 5 5 5 243 | 198 - 288 15 406 | 334 - 478 | 0.24
324348 |2021-04f] 3 3 3 3 3 218 | 179 - 257 13 364 | 298 - 430 | 022
410105 |2022-10(] 3 3 3 3 3 250 | 205 - 295 15 418 | 343 - 493 | 025
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ALP2 s CcObas’

8AL0GO SASSION®

e-BC Ver. UL pKat/L

Lo1] | g3

¢311|/¢501]¢502]|c701|c702]|| Value Range 1SD Value Range 1SD
Precinorm U plus 12149435122
362745 |2021-05(] 2 | 2 2 2 2 954 | 783 - 1125 | 57 159 | 129 - 1.8 | 0.10
423927 |2022:02f] 2 | 2 2 2 2 81.8 | 671 - 965 | 4.9 137 | 113 - 161 | 0.08
459462 |2022-11[] 2 | 2 2 2 2 93.3 | 765 - 1101 | 56 156 | 129 - 1.8 | 0.09
Precinorm U plus 12149435160
362745 |2021-05(] 2 | 2 2 2 2 954 | 783 - 1125 | 57 159 | 129 - 1.8 | 0.10
423926 |2022-02(] 2 | 2 2 2 2 81.8 | 671 - 965 | 4.9 137 | 113 - 1.61 | 0.08
459462 |2022-11[] 2 | 2 2 2 2 933 | 765 - 1101 | 56 156 | 129 - 1.8 | 0.09
Precipath U plus 12149443122
305640 |2021-05[] 2 | 2 2 2 2 256 | 211 - 301 15 428 | 350 - 506 | 026
423932 |2022-02(] 2 | 2 2 2 2 209 | 170 - 248 13 349 | 286 - 412 | 0.21
459469 |2022-11[] 1 1 1 1 1 224 | 185 - 263 13 374 | 308 - 440 [ 022
Precipath U plus 12149443160
305640 |2021-05[] 2 | 2 2 2 2 256 | 211 - 301 15 428 | 350 - 506 | 026
423932 |2022-02(] 2 | 2 2 2 2 209 | 170 - 248 13 349 | 286 - 412 | 0.21
459469 |2022-11[] 1 1 1 1 1 224 | 185 - 263 13 374 | 308 - 440 | 022

13/23



8AL0GO SASSION®

CRP4

Tina-quant C-Reactive Protein IV

cobas ¢ 311 analyzer

07876033 190, System-ID 07 7607 6

CRP4X: ACN 736

Ver.3

cobas’

e-BC Ver. mg/L nmol/L mg/dL
LoT] [ &g

c311 Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins, No. 11355279 160
312505 | 2020-07 5 97.0 923 9.70
366488 | 2021-03 2 91.2 868 9.12
416859 | 2022-03 2 95.4 908 9.54

e-BC Ver. mg/L nmol/L mg/dL
o1 | &3

c311 Value Range 1SD || Value Range 1SD || Value Range 1SD

PreciControl ClinChem Multi 1, No. 05947626 160
250241 | 2020-11 3 8.62 | 6.91 10.33 | 057 || 821 | 656 986 | 5.5 0.862 | 0.691 1.033 | 0.057
250254 |2020-10 5 9.16 7.33 10.99 0.61 87.2 69.8 104.6 5.8 0.916 | 0.733 1.099 | 0.061
324209 |2021-08 3 9.81 | 7.86 11.76 | 065 || 93.4 | 748 112.0 | 6.2 0.981 | 0.786 1.176 | 0.065
410037 | 2022-07 2 9.31 | 7.45 11.17 | 062 || 886 | 709 106.3 | 5.9 0.931 | 0.745 1.117 | 0.062
410110 |2022-10 2 929 | 743 - 1115 | 062 || 884 | 707 106.1 | 5.9 0.929 | 0.743 1.115 | 0.062
PreciControl ClinChem Multi 2, No. 05947774 16
250267 |2020-11 5 54.3 43.5 65.1 3.6 517 415 619 34 5.43 4.35 6.51 0.36
250280 |2020-12 3 51.1 40.9 61.3 3.4 486 390 582 32 5.11 4.09 6.13 0.34
324345 |2021-04 4 533 | 425 641 | 3.6 507 | 405 609 | 34 533 | 425 6.41 | 0.36
324348 |2021-04 2 53.3 42.5 64.1 3.6 507 405 609 34 5.33 4.25 6.41 0.36
410105 |2022-10 2 523 | 41.8 628 | 35 498 | 399 507 | 33 523 | 418 6.28 | 0.35
Precinorm Protein, No. 10557897 160
| 427322 [202203]| 2 || 108 | 87 129 | 07 [[ 108 [ & 124 | 7 || 108 | 087 129 | 007 |
Precipath Protein, No. 11333127 160
272990 |2020-07 5 56.0 44.9 67.1 3.7 533 425 641 36 5.60 4.49 6.71 0.37
391706 | 2021-07 2 55.6 | 44.5 66.7 | 3.7 529 | 404 634 35 556 | 4.45 6.67 | 0.7
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8AL0GO SASSION®

CRP4

Tina-quant C-Reactive Protein IV

cobas ¢ 501/502 analyzers

07876033 190, System-ID 07 7607 6

For cobas ¢ 501 analyzer:
CRP4X: ACN 736

Ver.3

For cobas ¢ 502 analyzer:
CRP4X: ACN 8736

cobas’

e-BC Ver. mg/L nmol/L mg/dL
Lot] | 3

¢501|¢c502 Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins, No. 11355279 160
312505 | 2020-07|| 5 5 99.0 942 9.90
366488 | 2021-03[| 2 2 93.1 886 9.31
416859 | 2022-03[| 2 2 97.3 926 9.73

e-BC Ver. mg/L nmol/L mg/dL
Lo1] | =g

¢501{c502]|| Value Range 1SD Value Range 1SD Value Range 1SD
PreciControl ClinChem Multi 1, No. 05947626 160
250241 |2020-11|| 3 3 8.62 | 6.91 10.33 | 0.57 821 | 65.6 986 | 55 0.862 | 0.691 1.033 | 0.057
250254 |2020-10]| 5 5 9.16 | 7.33 10.99 | 0.61 87.2 | 69.8 1046 | 5.8 0.916 | 0.733 1.099 | 0.061
324209 [2021-08|| 3 3 981 | 7.86 11.76 | 0.65 93.4 | 74.8 12,0 [ 6.2 0.981 | 0.786 1.176 | 0.065
410037 |2022:07|| 2 2 9.31 | 7.45 117 | 0.62 88.6 | 70.9 106.3 | 5.9 0.931 | 0.745 1.117 | 0.062
410110 [2022-10f] 2 2 929 | 743 - 1115 | 062 88.4 | 70.7 1061 | 5.9 0.929 | 0.743 1.115 | 0.062
PreciControl ClinChem Multi 2, No. 05947774 160
250267 |2020-11|| 5 5 527 | 42.2 632 | 35 502 | 403 601 33 527 | 4.22 6.32 | 0.35
250280 |2020-12{| 3 3 496 | 39.7 595 | 3.3 472 | 379 565 31 4.9 | 3.97 595 | 0.33
324345 [2021-04|| 4 4 51.7 | 415 619 | 3.4 492 | 393 591 33 517 | 4.15 619 | 0.34
324348 [2021-04[| 2 2 51.7 | 415 61.9 | 3.4 492 | 393 591 33 517 | 4.15 619 | 0.34
410105 [2022-10]| 2 2 50.8 | 40.6 61.0 | 3.4 484 | 388 580 32 508 | 4.06 6.10 | 0.34
Precinorm Protein, No. 10557897 160
[ 427322 |2022-08]| 2 | 2 || 108 | 87 129 [ 07 || 103 | 82 124 | 7 || 108 ] o087 129 | 0.07 |
Precipath Protein, No. 11333127 160
272990 |2020-07|| 5 5 549 | 43.8 66.0 | 3.7 523 | 418 628 35 549 | 4.38 6.60 | 0.37
391706 |2021-07|| 2 2 545 | 437 653 | 3.6 519 | 414 624 35 545 | 4.37 6.53 | 0.36
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8AL0GO SASSION®

CRP4

Tina-quant C-Reactive Protein IV

cobas ¢ 701/702 analyzers

07876424 190, System-ID 05 7607 6

CRP4X: ACN 8736

Ver.3

cobas’

e-BC Ver. mg/L nmol/L mg/dL
Lot] | g4

¢701|c702 Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins, No. 11355279 160
312505 | 2020-07|| 5 5 99.0 942 9.90
366488 | 2021-03|| 2 2 93.1 886 9.31
416859 | 2022-03[| 2 2 97.3 926 9.73

e-BC Ver. mg/L nmol/L mg/dL
Lo1] | =g

¢701|c702]|| Value Range 1SD Value Range 1SD Value Range 1SD
PreciControl ClinChem Multi 1, No. 05947626 160
250241 |2020-11|| 3 3 8.62 | 6.91 10.33 | 0.57 82.1 | 65.6 96 | 55 0.862 | 0.691 1.033 | 0.057
250254 |2020-10{| 5 5 9.16 | 7.33 10.99 | 0.61 87.2 | 69.8 1046 | 5.8 0.916 | 0.733 1.099 | 0.061
324209 |2021-08|| 3 3 9.81 | 7.86 11.76 | 0.65 93.4 | 74.8 120 | 6.2 0.981 | 0.786 1.176 | 0.065
410037 [2022:07|| 2 2 9.31 | 7.45 117 | 0.62 88.6 | 70.9 106.3 | 5.9 0.931 | 0.745 1.117 | 0.062
410110 [2022-10f] 2 2 929 | 743 - 1115 | 062 88.4 | 70.7 1061 | 5.9 0.929 | 0.743 1.115 | 0.062
PreciControl ClinChem Multi 2, No. 05947774 160
250267 |2020-11|| 5 5 543 | 435 651 | 3.6 517 | 415 619 34 543 | 4.35 651 | 0.36
250280 |2020-12f| 3 3 51.1 | 40.9 613 | 3.4 486 | 390 582 32 511 | 4.09 6.13 | 0.34
324345 [2021-04|| 4 4 53.3 | 425 641 | 3.6 507 | 405 609 34 533 | 4.5 641 | 0.36
324348 [2021-04[| 2 2 53.3 | 425 641 | 3.6 507 | 405 609 34 533 | 4.5 641 | 0.36
410105 [2022-10f] 2 2 523 | 41.8 628 | 35 498 | 399 597 33 523 | 4.18 6.28 | 0.35
Precinorm Protein, No. 10557897 160
| 427322 J2022-08]| 2 | 2 || 110 | 89 131 [ 07 || 105 | 84 126 | 7 [ 110 | 089 131 | 007 |
Precipath Protein, No. 11333127 160
272990 |2020-07|| 5 5 565 | 45.1 679 | 3.8 538 | 430 646 36 565 | 4.51 679 | 0.38
391706 |2021-07|| 2 2 56.1 | 45.0 672 | 37 534 | 426 642 36 561 | 450 672 | 037
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CRP4 w2 CcObas’

8AL0GO SASSION®

Tina-quant C-Reactive Protein IV

Roche/Hitachi
cobas c 311 analyzer

07876033 190, System-ID 07 7607 6

CRP4: ACN 256 *

e-BC Ver. mg/L nmol/L mg/dL

LoT E

C.f.a.s. Proteins, No. 11355279 216

c311 Calibration Value Calibration Value Calibration Value

277906 | 2020-03 5 97.4 927 9.74
312505 | 2020-07 5 97.0 923 9.70
336551 |2021-01 3 90.7 863 9.07
366488 | 2021-03 2 91.2 868 9.12

* not for use in the USA
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CRP4 w2 CcObas’

8AL0GO SASSION®

e-BC Ver. mg/L nmol/L mg/dL

LoT E

PreciControl ClinChem Multi 1, No. 05947626 190, 05117003 190, 05117208 922 (Q.C.S.)

c311 Value Range 1SD Value Range 1SD Value Range 1SD

191102 ] 2019-10 8.09 6.47 - 9.7 0.54 77.0 61.7 - 923 5.1 0.809 | 0.647 - 0.971 | 0.054
191118 1 2020-03 8.15 6.53 - 9.77 0.54 77.6 62.0 - 932 5.2 0.815 | 0.653 - 0.977 | 0.054
250241 |2020-11 8.62 6.91 - 10.33 | 0.57 82.1 65.6 - 98.6 5.5 0.862 | 0.691 - 1.033 | 0.057

250254 |2020-10
324196 |2021-04
324209 |2021-08

9.16 7.33 - 10.99 | 0.61 87.2 69.8 - 104.6 5.8 0.916 | 0.733 - 1.099 | 0.061
926 | 740 - 1112 | 0.62 882 | 705 - 1059 | 5.9 0.926 | 0.740 - 1.112 | 0.062
981 | 786 - 11.76 | 0.65 934 | 748 - 1120 ] 6.2 0981 | 0786 - 1.176 | 0.065
324213 |2021-07 9.51 762 - 1140 | 0.63 90.5 725 - 1085 6.0 0.951 | 0.762 - 1.140 | 0.063
324222 |2021-10 978 | 7.83 - 11.73 | 0.65 931 | 745 - 111.7 ] 6.2 0978 | 0783 - 1.173 | 0.065
PreciControl ClinChem Multi 2, No. 05947774 190, 05117216 190, 05117291 922 (Q.C.S.)

el Bl BEE Bl KN K228 K22 Ke2)

191111 ] 2020-01 6 38.4 306 - 46.2 2.6 366 294 - 438 24 3.84 3.06 - 4.62 0.26
191112 12020-01 6 38.4 306 - 46.2 2.6 366 204 - 438 24 3.84 3.06 - 4.62 0.26
191125 |2020-03 6 38.0 305 - 455 2.5 362 290 - 434 24 3.80 3.05 - 455 0.25
250228 | 2020-06 6 54.8 43.7 - 659 3.7 522 a7 - 627 35 5.48 437 - 6.59 0.37
250267 |2020-11 5 54.3 435 - 65.1 3.6 517 415 - 619 34 5.43 435 - 6.51 0.36
250280 |2020-12 4 51.1 409 - 613 3.4 486 390 - 582 32 5.11 4.09 - 6.13 0.34
324345 |2021-04 2 53.3 425 -  64.1 3.6 507 405 - 609 34 5.33 425 - 6.41 0.36
324348 |2021-04 1 53.3 425 -  64.1 3.6 507 405 - 609 34 5.33 425 - 6.41 0.36

Precinorm Protein, No. 10557897 122

[ 294543 |202005]| 5 || 978 | 783 - 1173 | o065 || 931 [ 745 - 1117 ] 62 || 0978 [ 0783 - 1.173 | 0.085 |
Precipath Protein, No. 11333127 122

272990 |2020-07 5 560 | 449 - 671 | 37 533 | 405 - 641 [ 36 560 | 449 - 671 | 037
391706 |2021-07 2 556 | 445 - 667 | 37 50 | 424 - 634 [ 35 556 | 445 - 667 | 037
CRP T Control N, No. 20766321 322

247474 | 2020-06 2 322 | 259 - 385 | 021 || 307 | 247 - 367 | 20 || 0322 ] 0259 - 0.385 | 0.021
343029 |2021-05 2 368 | 203 - 443 | 025 || 350 | 281 - 419 | 23 || 0368 | 0203 - 0.443 | 0.025
430859 | 2022-08 2 323 | 257 - 389 | 022 || 307 | 247 - 367 | 20 || 0323 ] 0257 - 0.389 | 0.022
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8AL0GO SASSION®

CRP4

Tina-quant C-Reactive Protein IV

Roche/Hitachi
cobas ¢ 501/502 analyzers

07876033 190, System-ID 07 7607 6

For cobas ¢ 501 analyzer:
CRP4: ACN 256 *

Ver.2 C(O)baS®

For cobas ¢ 502 analyzer:
CRP4: ACN 8256 *

e-BC Ver. mg/L nmol/lL mg/dL
tot] | §3

¢501|¢502 Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins, No. 11355279 216
277906 | 2020-03 5 5 99.4 946 9.94
312505 | 2020-07 5 5 99.0 942 9.90
336551 | 2021-01|| 3 3 92.5 881 9.25
366488 | 2021-03 2 2 93.1 886 9.31

* not for use in the USA
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CRP4 w2 CcObas’

8AL0GO SASSION®

e-BC Ver. mg/L nmol/L mg/dL
Lo1] | =g
¢501{c502]|| Value Range 1SD Value Range 1SD Value Range 1SD
PreciControl ClinChem Multi 1, No. 05947626 190, 05117003 190, 05117208 922 (Q.C.S.)
191102 |2019-10 6 6 8.09 6.47 - 9.7 0.54 77.0 61.7 - 923 5.1 0.809 | 0.647 - 0.971 | 0.054
191118 |2020-03 6 6 8.15 6.53 - 977 0.54 77.6 620 - 932 5.2 0.815 | 0.653 - 0.977 | 0.054
250241 |2020-11 6 6 8.62 6.91 - 10.33 0.57 82.1 65.6 - 98.6 5.5 0.862 | 0.691 - 1.033 | 0.057
250254 12020-10 5 5 9.16 7.33 - 10.99 0.61 87.2 69.8 - 104.6 5.8 0.916 | 0.733 - 1.099 | 0.061
324196 |2021-04 4 4 9.26 740 - 1112 0.62 88.2 70.5 - 105.9 5.9 0.926 | 0.740 - 1.112 | 0.062
324209 |2021-08 2 2 9.81 786 - 11.76 0.65 93.4 748 - 112.0 6.2 0.981 | 0.786 - 1.176 | 0.065
324213 2021-07 1 1 9.51 762 - 11.40 0.63 90.5 725 - 1085 6.0 0.951 | 0.762 - 1.140 | 0.063
324222 12021-10 1 1 9.78 783 - 11.73 0.65 93.1 745 - 1117 6.2 0.978 | 0.783 - 1.173 | 0.065

PreciControl ClinChem Multi 2, No. 05947774 190, 05117216 190, 05117291 922 (Q.C.S.)

191111 [2020-01]| 6 | 6 373 | 208 - 448 | 25 355 | 283 - 407 | 4 373 | 298 - 448 | 025
191112 [2020-01]| 6 | 6 373 | 208 - 448 | 25 355 | 283 - 407 | 4 373 | 298 - 448 | 025
191125 [202003[[ 6 | 6 369 | 204 - 444 | 25 351 | 282 - 420 | 23 369 | 294 - 444 | 025
250228 [2020-06]| 6 | 6 532 | 427 - 637 | 35 506 | 404 - 608 | 34 532 | 427 - 637 | 035
250067 |2020-11|| 5 | 5 527 | 422 - 632 | 35 502 | 403 - 601 | 33 507 | 4220 - 632 | 035
250280 |2020-12|| 4 | 4 496 | 397 - 595 [ 33 a2 | 379 - 565 | 3 49 | 397 - 595 [ 033
324345 |2021-04|| 2 | 2 5.7 | 415 - 619 | 34 42 | 33 - 591 | 33 517 | 415 - 619 | 0.34
324348 |2021-04]| 1 1 5.7 | 415 - 619 | 34 42 | 33 - 591 [ 33 517 | 415 - 619 | 0.34
Precinorm Protein, No. 10557897 122

[ 294543 |2020-05|] 5 | 5 || 978 | 783 - 1173 | 065 || 931 [ 745 - 1117 [ 62 || 098 | 0783 - 1.173 | 0.065 |
Precipath Protein, No. 11333127 122

272990 |202007]| 5 | 5 549 | 438 - 660 | 37 53 | 418 - 628 | 35 549 | 438 - 660 | 037
391706 |2021-07|| 2 | 2 545 | 437 - 653 | 36 519 | 414 - 624 | 35 545 | 437 - 653 | 036
CRP T Control N, No. 20766321 322

247474 |2000-06|| 2 | 2 322 | 259 - 385 | 021 || 307 | 247 - 367 [ 20 || 0322 ] 0259 - 0385 | 0.021
343029 [2021-05]| 2 | 2 368 | 293 - 443 | 025 || 350 | 281 - 419 [ 23 || 0368 | 0203 - 0443 ] 0.025
430859 [2022-08]| 2 | 2 323 | 257 - 389 | 022 || 307 | 247 - 367 [ 20 || o323 ] 0257 - 0389 | 0.022
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CRP4 w2 CcObas’

8AL0GO SASSION®

Tina-quant C-Reactive Protein IV

Roche/Hitachi
cobas ¢ 701/702 analyzers

07876424 190, System-ID 05 7607 6

CRP4: ACN 8256 *

e-BC Ver. mg/L nmol/L mg/dL
Lot] | §3

c¢701]c702 Calibration Value Calibration Value Calibration Value
C.f.a.s. Proteins, No. 11355279 216
277906 | 2020-03 5 5 99.4 946 9.94
312505 | 2020-07 5 5 99.0 942 9.90
336551 | 2021-01 3 3 92.5 881 9.25
366488 | 2021-03 2 2 93.1 886 9.31

* not for use in the USA
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8AL0GO SASSION®

- CRP4 w2 CcoObas’

e-BC Ver. mg/L nmollL mg/dL

LoT E

¢701|c702(| Value Range 1SD || Value Range 1SD || Value Range 1SD

PreciControl ClinChem Multi 1, No. 05947626 190, 05117003 190, 05117208 922 (Q C.S.)

191102 [2019-10 5 5 8.09 647 - 9.7 0.54 77.0 61.7 92.3 5.1 0.809 | 0.647 - 0.971 | 0.054
191118 |2020-03 5 5 8.15 6.53 - 9.77 0.54 77.6 62.0 - 932 5.2 0.815 | 0.653 - 0.977 | 0.054
250241 |2020-11 6 6 8.62 6.91 - 10.33 | 0.57 82.1 65.6 - 98.6 5.5 0.862 | 0.691 - 1.033 | 0.057
250254 12020-10 5 5 9.16 7.33 - 10.99 | 0.61 87.2 69.8 - 104.6 5.8 0.916 | 0.733 - 1.099 | 0.061
324196 |2021-04 4 4 9.26 740 - 1112 | 0.62 88.2 70.5 - 105.9 5.9 0.926 | 0.740 - 1.112 | 0.062
324209 |2021-08 2 2 9.81 7.86 - 11.76 | 0.65 93.4 748 - 112.0 6.2 0.981 | 0.786 - 1.176 | 0.065
324213 |2021-07 1 1 9.51 7.62 - 11.40 | 0.63 90.5 72.5 - 108.5 6.0 0.951 | 0.762 - 1.140 | 0.063
324222 12021-10 1 1 9.78 7.83 11.73 | 0.65 93.1 74.5 111.7 6.2 0.978 | 0.783 - 1.173 | 0.065

PreciControl ClinChem Multi 2, No. 05947774 190, 05117216 190, 05117291 922 (Q.C. S)

191111 | 2020-01 6 6 38.4 306 - 46.2 2.6 366 294 438 24 3.84 3.06 - 4.62 0.26
191112 | 2020-01 6 6 38.4 306 - 46.2 2.6 366 294 - 438 24 3.84 3.06 - 4.62 0.26
191125 ] 2020-03 6 6 38.0 305 - 455 2.5 362 290 - 434 24 3.80 3.05 - 455 0.25
250228 |2020-06 6 6 54.8 43.7 - 65.9 3.7 522 a7 - 627 35 5.48 437 - 6.59 0.37
250267 |2020-11 5 5 54.3 435 - 651 3.6 517 415 - 619 34 5.43 435 - 6.51 0.36
250280 |2020-12 4 4 51.1 409 - 61.3 3.4 486 390 - 582 32 5.11 409 - 6.13 0.34
324345 |2021-04 2 2 53.3 425 - 641 3.6 507 405 - 609 34 5.33 425 - 6.41 0.36
324348 |2021-04 1 1 53.3 425 - 641 3.6 507 405 - 609 34 5.33 425 - 6.41 0.36

Precinorm Protein, No. 10557897 122

[ 294543 |2020-05|] 5 | 5 || 998 | 797 - 1199 | 067 || 950 [ 761 - 1139 | 63 || 0.998 | 0797 - 1199 | 0.067
Precipath Protein, No. 11333127 122

272990 |202007]| 5 | 5 565 | 451 - 679 | 38 58 | 430 - 646 | 36 565 | 451 - 679 | 0.38
391706 |2021-07|| 2 | 2 561 | 450 - 672 | 37 534 | 46 - ea2 | 36 561 | 450 - 672 | 037
CRP T Control N, No. 20766321 322

247474 |2000-06|| 2 | 2 322 | 259 - 385 | 021 || 307 | 247 - 367 | 20 || 0322 | 0259 - 0.385 | 0.021
343029 |2021-05|| 2 | 2 368 | 2938 - 443 [ 025 || 350 | 281 - 419 [ 23 || 0368 | 0293 - 0443 | 0.005
430859 |20022-08|| 2 | 2 323 | 257 - 389 | 022 || 307 | 247 - 367 | 20 || 0323 [ 0257 - 0.389 | 0.022
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8AL0GO SASSION®

Supplemental Value Sheet vers

cobas’

Glossary

EN Glossary Page Calibration value Value Range 1SD  not for use in the USA

DE Glossar Seite Kalibrationswert Wert Bereich 1SD  nicht zur Verwendung in den USA

FR Glossaire Page Valeur de calibration Valeur Intervalle  1SD  non disponible aux USA

ES Glosario Pégina Valor de calibracion Valor Intervalo 1DE  no se utiliza en los EE. UU.

IT  Glossario Pagina Valore di calibrazione Valore Intervallo 1DS  non per 'uso negli USA

PT  Glossario Pégina Valor de calibragéo Valor Intervalo 1DP  n&o disponivel nos EUA

DA Ordliste Side Kalibreringsveerdi Veerdi Omrade 1SD  ikke til brug i USA

SV Ordlista Sida Kalibreringsvérde Vérde Intervall 1SD  anvénds eji USA

NO Ordliste Side Kalibreringsverdi Verdi Omrade 18D ikke tilgjengelig i USA

CS  Glosar Strana Kalibraéni hodnota Hodnota  Rozsah 1SD  neni uréeno pro pouziti v USA

SK  Slovnik Strana Kalibratna hodnota Hodnota  Rozsah 1SD  nie je uréené na pouzitie v USA

PL  Stownik Strona Wartos¢ kalibracji Warto$¢ ~ Zakres 1SD  nie do uzycia w USA

HU  Fogalomtar Oldal Kalibracios érték Erték Tartomany 1SD  az USA teriiletén nem alkalmazandd
EL T\wookpio Zehido Tipn BoBpovopnong Tign Eupog 18D dev mpoopiceran yiak xpAon otic H.M.A.
TR Sozlikce Sayfa Kalibrasyon degeri Deger Aralik 1SD  ABD'de kullanimaz

BG  PeuHuk CrpaHuua  KanubpaumonHa ctoiHoct — CtoiHoct — Obxsar 1SD  He ce usnonasa B CALL|

ET  Sénastik Lehekilg  Kalibreerimisvaartus Vaértus  Vahemik  1SD  Eiole kasutamiseks Ameerika Uhendriikides.
LT  Terminy Zodynas Puslapis  Kalibravimo reikmé ReikSmé  Intervalas  1SD  neprieinama JAV

LV Vardnica Lapa Kalibracijas vertiba Vertiba Diapazons 1SN nav paredzéts lietoSanai ASV

RU  Tnoccapwii Crpannua  KanubposouHoe 3HaueHne  3Havenne [wanaszoH 1SD  He ona ucnonssosanua B CLUA

VI Bang chu giai thuat ngtt  Trang Gid tri chuan dinh Gia tri Khoang 18D khéng st dung & My

ZH AR TR TEARE e St 1D AEHTEE

RO Glosar Pagina Valoare de calibrare Valoare Interval 1SD  nu este destinat utilizarii in SUA

UK nocapiit CropiHka  KanibpysanbHe 3HaueHHA ~ 3HauyeHHA [ianazoH 1CB  anA BUKopucTaHHsA y kpaiHax 3a mexamu CLUA
EN  Supplemental Value Sheet Please note that following data have been modified or added.

DE
FR
ES
I

PT
DA
sV
NO
cs
SK
PL

EL
TR
BG
ET
LT
Lv
RU
Vi

ZH
RO
UK

Ergdnzendes Werteblatt

Fiche de valeurs complémentaire
Ficha de valores adicional

Foglietto aggiuntivo relativo ai valori teorici
Folha de valores suplementar
Supplerende veerdiskema
Kompletterande vérdeark
Supplerende verdiskjema

Doplrikovy list hodnot

Doplnkova tabufka hodnét
Uzupetniajacy arkusz wartosci
Pétadatlap

SupnAnpwpoTikd GUANO TIHGV
Tamamlayici Deger Sayfasi
JlombAHUTENHa NUCTOBKA CBC CTOMHOCTY
Lisavédrtuste leht

Papildoma reik$miy lentelé

Papildu vértibu lapa
JlononH1TenbHbIA NepeyeHb 3HaYeHNi
Tor gid tri b6 sung

Hh TR R

Fisa cu valori suplimentara
Jogatkosa Tabnuua 3HaueHb

Bitte beachten Sie, dass folgende Daten geéndert oder hinzugefiigt wurden.
Veuillez noter que les données suivantes ont été modifiées ou ajoutées.
Observe que los siguientes datos han sido modificados o afiadidos.

Nota: i seguenti dati sono stati modificati o aggiunti.

Note que os seguintes dados foram modificados ou adicionados.

Bemeerk, at nedenstaende data er eendret eller tilfajet.

Observera att foljande data har &ndrats eller lagts till.

Veer oppmerksom pa at felgende data er endret eller lagt til.

Vezméte, prosim, na védomi, Ze nasledujici Udaje byly zménény nebo pfidany.
Upozorfiujeme Vas, Ze nasledujuce Udaje boli upravené alebo pridané.

Nalezy wzig¢ pod uwage, ze podane ponizej dane zostaty zmodyfikowane lub zostaty dodane.
Kérjtik, vegyék figyelembe, hogy az alabbi adatokat mddositottak ill. hozzaadték.
NéBete umdwn 6T To MOPOKATR dedopévar Exouv Tportomoindei f mpooTedei.
Asagidaki verilerde degisiklik veya ekleme yapildigini lutfen dikkate alin.

Mona, obbpHETe BHUMaHWe, Ye CeaHUTe faHHN ca MPOMEHeH i obaBeHm.
Juhime t&helepanu, et jargmised andmed on muudetud véi lisatud.

Atkreipkite démesj, kad Sie duomenys buvo pakeisti arba papildyti.

Lldzu, nemiet véra, ka ir mainiti vai pievienoti turpmak noraditie dati.

O6patiTe BHUMaHKe, YTO cneayroLLie faHHble Bbinv M3MeHeHb! Ui 106aBneHbI.
Vui long lwu y rang dix liéu sau da duogc stra ddi hodc bo sung.

AR EEsEeRin T EdE -

Retineti ca urmatoarele date au fost modificate sau addugate.

3BepHiTb yBary, Wo 6yno 3miHeHo abo fofaHo Taki AaHi:

2022-04
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