Jliis naGopatopuii, UCTIONB3YIOIINX

Kanubparop mas aBromatrueckux cuctem (C.f.a.s.),

VYuusepcanbubie koutponu PreciControl ClinChem Multi 1 u Multi 2,
YHuBepcasabHbie KOHTPOJIbHBIE T1a3Mbl Precinorm U plus u Precipath U plus
Ha aHaymm3arope cobas ¢ 311,

Ha moxysie cobas ¢ 501, ¢ 502, ¢ 702

u ananmuszatope COBAS INTEGRA 400 plus

JHara: 08.05.2024 r. MockBa
Hcx.: 0175/0805/2024
Ref.: QN-RDS-POCorelLab-2024-010

YBeaomiieHue 10 KA4eCTBY
KacarejanHo cradbuasnoctTu aist C.f.a.s., PCCC1L, PCCC2,

Precinorm U plus u Precipath U plus

Ha3Banue npoaykra GMMI / Kar. Ne | Upentudpuxarop Homep PY, IIpousBoauTens
NMPOIYKTa Hara PY
(Homep s10Ta Win
cepuiiHbIii HOMep)

Habop xanubpaTopoB [uist o0ecriedeHust 10759350190 P3H 2021/13226 | Sandhofer Strasse
MPaBWJILHOCTHU OMPEICICHUS OMOXHMUYECKUX or 20.01.2021 | 116, 68305
[apamMeTpoB Ha aHAM3aTOPaX U MOMYJISX Mannheim,
Roche/Hitachi cobas ¢ u Cobas Integra (C.f.a.s. / Germany

Calibrator for automated systems)
Habop xanmubpatopoB 1uist obecrieueHus
MPaBUIBHOCTH ONPEIeTeHUs OMOXUMIUECKUX
HapaMeTpoB Ha aHAJIM3aTOPaX U MOIYJIAX
Roche/Hitachi cobas ¢ u Cobas Integra (C.f.a.s. /
Calibrator for automated systems) B cocrase: 1.
Kanu6parop C.fa.s., pmakon, 3 mi - 12 wr./ym. 2.
DTHKeTKa cO IITPUX-KoJaMu - He Oojee 2 mT. 3.
[Macnopr nprucBOeHHBIX 3HaUeHHH. 4. THCTpyKINs
M0 IPUMEHEHHIO.
(C.f.a.s. / Calibrator for automated systems)

HaGop KOHTPOJIBHBIX MATEPHUAIIOB ISl KOHTPOJIS 05947626190 P3H 2022/18277 | Sandhofer Strasse
KauecTBa ONPECICHUS MHOXKECTBA aHAIITOB or 15.09.2022 | 116, 68305
KIMHAYECKON XMMHH Ha aHAIM3aTOPax M MOIYIISIX Mannheim,
Roche/Hitachi cobas ¢ u Cobas Integra (PreciControl Germany

ClinChem Multi), BapuanTs! ucronHenus 1, 2, 3, 4
Habop KOHTPOJIBHBIX MATEPHUAIIOB JUTSI KOHTPOJIIS
KauecTBa OMpPE/IeICHISI MHOXKECTBA aHAJINTOB
KJIMHUYECKOH XHMUY Ha aHAJIN3aTOPaX U MOIYJISX
Roche/Hitachi cobas ¢ u Cobas Integra
(PreciControl ClinChem Multi), BapuaHTsI
ucnoxaenus 1, 2, 3, 4: 1. Habop KOHTPOIBHBIX
MaTepHasoB JUIsl KOHTPOJIS KauecTBa ONPEICICHUS
MHOJKECTBA QHAJINTOB KJIMHUYECKOH XMMUH Ha
ananmu3aTopax u Moxyisix Roche/Hitachi cobas ¢ u
Cobas Integra (PreciControl ClinChem Multi),
BapuanT ucrionHeHus 1 (PreciControl ClinChem
Multi 1 Roche systems) Cocras: 1. KoHTposbHbIit
marepuai PreciControl ClinChem Multi 1 Bo
daaxone, 5 mut, 4 mT. 2. DTHKETKA CO MITPUX-

000 «Pow [inarHoctuka Pyc» Poccus, 115114, Mockea Ten.: +7 (495) 229 69 99
yn. JleTHukoBckas, Aom 2, cTp. 3 dakc: +7 (495) 229 62 64
Busnec-ueHTp "Busanbau MNnasa”
www.roche.ru

Roche Diagnostics Rus LLC 2, Letnikovskaya street, bld. 3 Tel.: +7 (495) 229 69 99
Business Center "Vivaldi Plaza" Fax: +7 (495) 229 62 64

115114, Moscow, Russia
www.roche.ru Crp. 1uz6



Ha3zBanue npoaykra

GMMI / Kar. Ne

HNnentuduxarop
NpOayKTa
(Homep s10Ta Win
cepuiiHblii HOMep)

Homep PY,
Jara PY

ITpousBoauTe L

kojamu, 4 wr. 3. [TacopT oXkujaeMbIxX 3HaUCHU I
4. MHCTpyKLWMS 110 IPUMEHCHUIO
(PreciControl ClinChem Multi 1 Roche systems)

HaGop KOHTPOIBHBIX MAaTEPUAIIOB Il KOHTPOJIIS
KauecTBa ONpe/IeICHHsI MHOXKECTBA aHAIHTOB
KIMHUYECKOH XUMUH Ha aHAIN3aTOpax U MOTYJISIX
Roche/Hitachi cobas ¢ u Cobas Integra (PreciControl
ClinChem Multi), BapuanTs! ucriosinenus 1, 2, 3, 4
Ha6op KOHTpPOJIBHBIX MaTEPUAJIOB JUISl KOHTPOJIS
Ka4ecTBa OIpe/IeTIeHNUs] MHOXECTBA aHAIITOB
KIMHUYECKOW XMMHUH Ha aHAITN3aTOPax U MOIYJISAX
Roche/Hitachi cobas ¢ u Cobas Integra
(PreciControl ClinChem Multi), BapuaHTbI
ucnoiaenus 1, 2, 3, 4: 1. HaGop KOHTPOJIBHBIX
MAaTepHaIOB Il KOHTPOIS KauecTBA OMPEACIICHHUS
MHO’KECTBA aHAJIMTOB KIMHUUECKON XUMHHU Ha
ananm3atopax u Moxayisax Roche/Hitachi cobas ¢ u
Cobas Integra (PreciControl ClinChem Multi),
BapuanT ucronHeHus 2 (PreciControl ClinChem
Multi 1 Roche systems) Coctas: 1. KontposnbHbIit
marepuan PreciControl ClinChem Multi 1 Bo
¢makone, 5 i, 20 mT. 2. DTHKETKA CO MITPUX-
komamu, 20 mT. 3. [TacnopTt oxugaeMpIx
3HayeHu# 4. HCTPYKIUS 10 TPUMEHEHUIO
(PreciControl ClinChem Multi 1 Roche systems)

05117003190

P3H 2022/18277
ot 15.09.2022

Sandhofer Strasse
116, 68305
Mannheim,
Germany

HaGop KOHTPOJIBHEIX MATEPUAIIOB JUTSI KOHTPOILS
Ka4ecTBa OMpe/IeTIeHHUS] MHOXKECTBA aHATMTOB
KIMHUYECKOH XMMUH Ha aHAIN3aTOPaX U MOYJISIX
Roche/Hitachi cobas ¢ u Cobas Integra (PreciControl
ClinChem Multi), BapuanTsl ucrionHenus 1, 2, 3, 4
Habop KOHTPOJIBHBIX MATEPHUAIIOB JIsl KOHTPOJIS
Ka4ecTBa OMPE/IeICHHUS] MHOXKECTBA aHATMTOB
KJIMHAYECKOW XMMHUH Ha aHAJIN3aTopax ¥ MOJIYJISIX
Roche/Hitachi cobas ¢ u Cobas Integra
(PreciControl ClinChem Multi), BapuaHTsI
ucnoinenus 1, 2, 3, 4: I1I. Habop KOHTPOIBHBIX
MAaTepHajoB JUls KOHTPOJISI KAauecTBa O PEACICHUS
MHOJKECTBA aHAJIMTOB KJIMHHUUECKONH XMMHH Ha
aHanmu3aTopax u Moxyisix Roche/Hitachi cobas ¢ u
Cobas Integra (PreciControl ClinChem Multi),
BapuanT ucronHenus 3 (PreciControl ClinChem
Multi 2 Roche systems) Coctag: 1. KoHTponbHBII
marepuan PreciControl ClinChem Multi 2 Bo
(hnaxone, 5 M, 4 mT. 2. DTUKETKA CO MITPUX-
kozxamu, 4 wir. 3. [lacopT okugaeMbIx 3HaYCHU I
4. InCcTpyKIMs 110 IPUMEHEHUIO
(PreciControl ClinChem Multi 2 Roche systems)

05947774190

P3H 2022/18277
ot 15.09.2022

Sandhofer Strasse
116, 68305
Mannheim,
Germany

Ha6op KOHTPOIBHBIX MATEPUAIIOB ISl KOHTPOIIS
Ka4ecTBa ONPE/eICHIsI MHOXKECTBA aHAIUTOB
KJIMHUYECKOH XMMUH Ha aHAIN3aTOpax U MOIYJISIX
Roche/Hitachi cobas ¢ n Cobas Integra (PreciControl
ClinChem Multi), BapuanTs! ucrionsenus 1, 2, 3, 4
HaGop KOHTPONBHBIX MaTEPUAIIOB JJI1 KOHTPOJIS
Ka4ecTBa ONpe/IeICHHUs] MHOXECTBA aHAJIMTOB
KIIMHUYECKOW XMMHUH Ha aHAIN3aTOpax ¥ MOJIYJISIX
Roche/Hitachi cobas ¢ u Cobas Integra
(PreciControl ClinChem Multi), BapuanTsI
ucnoiuenust 1, 2, 3, 4: IV. Ha6op KOHTpOJIbHBIX
MAaTepHAaJIOB JUIsl KOHTPOJIS KAUeCTBA ONPEACIICHIUS
MHOJKECTBA aHAJIUTOB KIMHHUECKON XUMHUHU Ha
aHanm3aTopax u Moxayisix Roche/Hitachi cobas ¢ u
Cobas Integra (PreciControl ClinChem Multi),
BapuanT ucronHeHns 4 (PreciControl ClinChem
Multi 2 Roche systems) Coctas: 1. KoHTpoabHBIH
marepuai PreciControl ClinChem Multi 2 Bo
daakone, 5 mi, 20 T, 2. DTHKETKA CO MITPUX-

05117216190

P3H 2022/18277
or 15.09.2022

Sandhofer Strasse
116, 68305
Mannheim,
Germany

VBegoMiIeHHE 1O Kaue CTBY

0175/0805/2024

Ctp. 2u3 6




Ha3zpanue npoaykra

GMMI / Kar. Ne

HNnentuduxarop
NpOayKTa
(Homep s10Ta Win
cepuiiHblii HOMep)

Homep PY,
Jara PY

ITpousBoauTe L

komamu, 20 mt. 3. ITacnopt oxugaeMbIx
3HaueHui 4. THCTpyK1IMsI IO TPUMEHEHHIO
(PreciControl ClinChem Multi 2 Roche systems)

PeareHThl, CTaHIaPTHI, KAIMOPATOPbI, KOHTPOJIU U 12149435122 ®C3 2010/07525 | Sandhofer Strasse
pacxoHbIC MATCPHAIIBI ISl OMOXHMHUICCKUX ot 24.03.2021 | 116, D-68305
ananmsaropos Hitachi 902, 902 ISE, 912, 912 ISE, Mannheim,
917 ISE, Cobas c 311, Cobas ¢ 111, Cobas ¢ 111 Germany
ISE, Cobas Integra 400 Plus/ 800 u muiatdopm
moxyibHeix MODULAR ANALYTICS, cobas 6000
[Ipeunnopm Y mtoc
(Precinorm U plus)
PeareHThl, CTaHAAPThI, KATHOPATOPbI, KOHTPOJIH K 12149443122 ®C3 2010/07525 | Sandhofer Strasse

pacxo/iHble MaTepUaIbl Il OMOXMMHUYECKHX or 24.03.2021 | 116, D-68305
ananmsaropos Hitachi 902, 902 ISE, 912, 912 ISE, Mannheim,
917 ISE, Cobas ¢ 311, Cobas ¢ 111, Cobas ¢ 111 Germany

ISE, Cobas Integra 400 Plus/ 800 u miatdopm
moayssHbix MODULAR ANALYTICS, cobas 6000
[penunar Y mitoc
(Precipath U plus)
HucTpymenT/Cucrema

Awnanmszarop cobas ¢ 311

Monyims cobas ¢ 501

Monyis cobas ¢ 502

Monyis cobas ¢ 702

Amnamusarop COBAS INTEGRA 400 plus

YBakaeMblii 0JIb30BaTEIb,

CoobmaeM BaM 0 HM3MEHEHMH CPOKOB HOMHHAJIBHOW CTAOMIBHOCTH HENPOCTATHYECKOM KHCIION
docdarassr (NPP2: ACN (8)022 mst cobas ¢ 311/501/502/702, ACN 20051 mis uacTpyMeHTOB CObas
€ 503/303; NACP2: uneatudurarop tecta 0-269 nra COBAS INTEGRA 400 plus), moCKOIbKY IIeJIeBbIE
3HayeHus it NPP2 Oblin 3asiBIE€HBI B COOTBETCTBYIOIIMX KaUOpaTopax v KOHTPOJIX.

[Tomumo 5TOro, HEOOXOAMMO YMEHBUIMTH 3asBJICHHYIO CTAOMJIBHOCTH peareHTa IOCie BCKPBITHS
YIAaKOBKM Tpu ucnosnb3oBaHuu Kamubpatopa s aBTtomartusupoBaHHbIX cucteM (C.fa.s.)
¢ 4 gacoB 5o 2 npu 15-25°C mns makera ananmutoB ACP2/NPP2/P-ACP2, mockoneky NPP2 umeer
MMOHMKEHHYIO CTAOMIILHOCTH TOCJIe BCKPBITHS ynakoBku mpu 25°C no cpaBaenuto ¢ ACP2 u P-ACP2.
Jns mo0bIX KOHTPOJIEH, COAepKalX YKa3aHHbIE aHAJWThl, HUKAKOTO CHU)KEHUSI CTaOMJIBHOCTU HE
TpeOyeTcs. AHaJOru4HoO, CTaOUIIBHOCTh pu IPYTUX TEeMIIepaTypax (2-8 °C,
—20+5°C)) He cHMXKaeTCsl.

KpOMe TOT0, pCaJIM30BAHHBIC 06HOBJ’ICHI/I${, OTMCUYCHHBIC B I/IHCTPYKIII/H/I 10 UCIIOJIb30BaHWIO, HUKaK HE
BJIUAIOT HA MPOU3BOAHUTEIbHOCTD.

Onucanue CUTYaluu

B npommom NPP2 (= menpocTtatuueckas kucias ¢ocdartaza) paccMaTpuBaniach Kak rnapaMmeTp 0e3
YTOYHEHUS, TOCKOJIBKY CaM aHAJIMT MCIIOIB30BaJICS TOIBKO /st pacueta P-ACP2:

Activityp-ace [P-ACP2] = Activityace [ACP2] - Activityner [NPP2]

IToka ACP2 (= obmas kucias dpocdarasza) u P-ACP2 (= npocratnyeckas ¢pocharaza) COOTBETCTBYIOT
cnenuduKanysaM, Kak OoKa3aHo HIXKE, B COOTBETCTBYIOIIEM KaauOpaTope U KOHTPOJISAX, KOMOMHALUS
AQHAJIM30B CUNTACTCS (YHKIIMOHAIHHOM.

e 44, mpu 15-25 °C ¢ kputepuem npuemaemoctu 100 +/-10% B C.f.a.s

e 8 u. mpu 15-25 °C ¢ kpurepuem npuemiemoctu 100 +/- 10% 8 PCCCL/PCCC2

YBegomiieHuE M0 KayeCTBY 0175/0805/2024 Ctp. 3u3 6



e 44, mpu 15-25 °C ¢ kputepuem npuemiemoctu 100 +/- 10 % 8 PNU+/PPU+)

[Tockoneky NPP2 sBnsiercst uacteio makera ACP2/P-ACP2, uenecoobpa3Ho yHu(UIIMpOBATH
cnernupukanuu s ACP2, NPP2 u PACP2. B ceiBopotkax Precicontrol Clinchem Multi 1 (PCCC1),
Precicontrol Clinchem Multi 2 (PCCC2), Precinorm U plus (PNU+) u Precipath U plus (PPU+)
cymectByromue TtpedoBanus ansi ACP2 u P-ACP2 coxpanstorcs. Ins NPP2 oHum BBeneHBI
JIOTIOJTHUTEIIHHO.

Jns kanmuOpaTopa C.f.a.s. ctabunbHOCTS pH 15-25°C momkHa ObIT CHIKEHA ¢ 4 4aCOB JI0 2 4aCOB JIIs
cootBeTcTBHS HOBBIM TpeOoBaHusM it NPP2. PesynbraTel uccnenoBannii ACP2 u P-ACP2 Bcerma
HAXOIWIKCH B MIpeeiax creruruKauy.

:‘)HGKTpOHHBIe Crmcku OCJIICBBIX 3HAYCHHUI JJIA Cfas. u KOHTpOJ'IGfI JI1 BCEX aHAJIN3aTOPOB OCTAIOTCA
HCHU3MCHHBIMU.

Janee npencTaBieHbl BeIAEPKKU U3 MHCTpyKIMK 1o ucnosib3oBaHuio. HoBas nHpopmManus BblaeneHa
KUPHBIM HIPUPTOM:

CrabunpHOCTh KHCHOW (hochaTaspl, HempocTaTHYeCKOH Kucjaod (ocdarasbl U IPOCTATUUCCKON
KHCIIo# ¢ochaTassl B BOCCTAHOBIEHHOM KanubpaTtope (kputepuii: £ 10 % OT HCXOIHOTO 3HAUYCHHS):

e 1mpu 15-25°C2u.

e 1pu 2-8 °C 1 nenp

e 1pu -20 °C (£ 5 °C) 2 nepenu (pu eJMHOPA30BOH 3aMOPO3KE)

PCCC1
CrabunpHOCTh 00I1IeTO OrIMpyOrHa, Kuciaon (ocdaraspl, HempocTaTHYECKOH KHUCa0i (docdaTasbl,
IIPOCTATHYECKOM KUCIO0M ochaTassl U HEHACBIIEHHOM Kene3ocBs3biBarolieii crrocoonoct (UIBC) B
BOCCTAaHOBJICHHON KOHTPOJIBHOM CHIBOPOTKE (XPaHHUTCS B 3AIUIIEHHOM OT CBETa MECTE):

e 1pu 15-25°C 8 u.

e 1pu2-8°C24y.

o 1pu -20 °C (5 °C) 14 nmueit (mpu eJMHOPA30BO 3aMOPO3KE)

PCCC2
CrabunpHOCTh 001IeTO OMmIMpyOnHa, Kuciaon (ocdaraspl, HempocTaTHYECKO Kuca0i docdaTasbl,
npocTatuueckoit kucioi gocdarazsl 1 UIBC B BoccTaHOBIEHHONH KOHTPOIBHOM CHIBOPOTKE (XPAaHUTCS
B 3aIIMIIICHHOM OT CBETa MECTE):

e 1pu 15-25°C 8 u.

e 1pu2-8°C24y.

o 1pu -20 °C (5 °C) 14 nmueit (mpu eIMHOPA30BOI 3aMOPO3KE)

Precinorm U plus
CrabunpHOCTh KHCIHOW (hochaTasel, HempocTaTHYeCKOW Kucjao (ocdarasbl U MPOCTATUUCCKON
KHCIoi GochaTassl B BOCCTAHOBICHHOW KOHTPOIBHON CHIBOPOTKE:

e 1pu 15-25°C4y.

e 1pu2-8°C24y.

o 1pu -20 °C (£ 5 °C) 14 mueit (mpu eqMHOPA30BOH 3aMOPO3KE)

Precipath U plus
CrabuibHOCTh KHCOW (ocdaTaspl, HenmpocTaTHueckoi Kucjoil gocdarazpl u npocratudyeckoit
KHCIIOH (hochaTassl B BOCCTAHOBIEHHON KOHTPOJIBHOM CHIBOPOTKE:

e 1pu 15-25°C4uy.
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e 1pu 2-8 °C 24 u.
e 1pu -20 °C (£ 5 °C) 14 nueit (mpu eJMHOPA30BON 3aMOPO3KE)

KpOMC TOTO, PCaIM30BAHHBIC U OTMCUCHHBIC OOHOBJIEHHS B I/IHCTPYKI_[I/II/I 10 HCIIOJB30BaHHIO HEC
BJIMAIOT HA MPOU3BOAUTCIBHOCTE PCArCHTOB.

IIpyyyHA BO3HUKHOBEHHUSA

[TockoNbKY 1T KOHTPOJICH CYIIECTBYIOT IEJIeBbIC 3HAYCHUS KaauOpaTopa, COJEpiKalIhe aHAIHUTHI
ACP2/NPP2/P-ACP2, 3asBinenne o crabuinbHOCTH it NPP2 1mo/mkHO OBITH yKa3aHO B IENAX
coOmoieHus: TpeOOBaHUH.

[Tockonbky NPP2 spnsercst uacteio mnakera ACP2/P-ACP2, uenecoobpa3Ho yHHU(UIIMPOBATH
cnenudukanuu.

Jannsie o crabunbHocTH KaymuOparopa C.f.a.s. mocie BCKPBITHS YHAKOBKH IMOKa3ail 3aHKEHHbBIC
pe3ynbTaThl u3Mepennit NPP2 B teuenue 4 yacos npu 15-25°C. Onnako ACP2 u P-ACP2 npogomxanu
paboTath o Ha3HaueHH0. [lockonbky ROChe HamepeBaeTcst peCTaBUTh 3asBICHNE O CTAOMIbHOCTH
st ACP2/NPP2/P-ACP2, cymectBytomee 3asiBieHHe o crabuiabHocTd s ACP2/NPP2/P
HEO0OXOAMMO OOHOBUTH — COKpATUTh ¢ 4 yacoB nipu 15-25°C no 2 yacos nipu 15-25°C.

Takas xe yHupukauus nakera ACP2/NPP2/P-ACP2 takke noskHa ObITh peain30BaHa il KOHTpOJIeH
(PCCC1/2, PNU+ u PPU+). Omnako no cpaBHeHuto ¢ kamubOpatopom C.f.a.s. HET HEOOXOAMMOCTH

YMCHBIIATh CYIICCTBYIOIIHNE 3aABJICHUA O CTaOMILHOCTH ITOCIIE BCKPBITUA YIIAKOBKH.

OuneHKa pucKa

YacTora BOSHUKHOBEHUS
Hu 06 ogHOM citydae He COOOIIanoCh.
BeposiTHOCTH 00HApYKEeHUSA

B ciiyuae Bo3HMKHOBEHUs OIMOKH pe3ynbTaThl KannOpoBku U Kontpons KayecTa Oyy T BEIXOAUTH 32
Ipeiesbl JOIMyCTUMOIO AUana3oHa.

Cepbe3HOCTB NOCJIEICTBUI

W3menenus, onucanuble a1 kKanuOpatopa C.f.a.s. W KOHTposeil, HE 3aTparuBalOT pe3yJIbTaThl
nanuenToB. ACP2 u P-ACP2 Bcerna pyHKIIMOHUPOBAIH aJIeKBaTHO. MeAMIIMHCKUI PUCK OTCYTCTBYET.

Ba:xuast nndopmanus

OoOnoBneHHass MHCTPYKIMS 1O MCHOJB30BAHUIO NPHIJIATAETCS K HACTOALIEMY YBEJOMIICHHIO IO
KauecTBYy.
OOHOBNIEHHAs JIEKTPOHHAS JOKYMEHTAIUs OyIeT CoAep)KaTh CChUIKY Ha HacTosIee YBeIOMIICHHE 10
KAaueCTBY.

PacnpocTpanenne HACTOSIIEI0 YBEIOMJICHHS 10 KAYeCTBY HA MeCTaX

Hacrosimee YBenmomieHue mo KadecTBY IpeAHA3HAUEHO IS BCEX 3aMHTEPECOBAHHBIX JII[ B Bamei
OpraHu3alliy WIH IPYTUX OPTaHU3AIMAX, KOTOPbIE OMyUYal JaHHYIO MPOAYKIIHUIO.
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HO)KaHYﬁCTa, MNEpCHUINTE JaHHOC YBCIOMIICHUC NPYTUM OpFaHI/ISaHI/IHM/HI/IL{aM, KOTOPBIX OHa MOXKCET
KacaTtbCH.

[TpuHOCHM CBOM M3BHMHEHMSI 32 IPUYMHEHHbIE HEYI00CTBA, KOTOPbIE MOTYT OBITh CBSI3aHBI C JTaHHOMN
CHUTyalMeH, U HaJieeMcs Ha Baille moHMMaHue U OAIEPXKKY.

KoHTaKkThI

B ciiyqae BO3HUKHOBEHUSI BOITPOCOB O0OpAaTUTECh, MMOKATYHCTA, B CIIy )0y mojiepku Roche:
becrnatnas maaust: 8 800 100-68-96

Bpewms paboter: nonenensuuk — msatauma ¢ 08:00 mo 18:00 mo MockoBckoMy BpeMEeHH
e-mail: russia.rcsc@roche.com.

C yBaxxeHueM,

Menempkep o TpoayKIuu HBan Kapros
Ten: +7 (916) 922-64-09 Digitally signed by WsaH Kapros
DnekTpoHHas moyTa: ivan.kargov@roche.com MBaH Ka pros Qate: 2024.05.08 14:42:49
MenuumuHCKN MEHEKED Mapus Kocsikosa
Ten: + 7 (495) 229-69-99 Diditallvsi .

. . igitally signed by Maria
DnekTpoHHas moyra: maria.kosyakova@roche.com Maria Kosyakova kosyakova

Date: 2024.05.08 14:56:14 +03'00'
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Calibrator for automated systems cobas’

10759350190 —> 12 x 3 mL Calibrator
English
System information

For use on cobas ¢ and COBAS INTEGRA analyzer systems, refer to the
corresponding method sheet of the assay for the identification on the

systems.
Intended use

Calibrator for automated systems (C.f.a.s.) is for use in the calibration of

quantitative Roche methods on Roche clinical chemistry analyzers as
specified in the value sheets.

Summary

C.f.a.s. is a lyophilized calibrator based on human serum.

The concentrations and activities of the calibrator components have been
adjusted to ensure optimal calibration of the appropriate Roche methods on
clinical chemistry analyzers.

Some methods specified in the relevant value sheet may not be available in

all countries.

Reagents — working solutions

Reactive components in the lyophilizate:
Human serum with chemical additives and material of biological origin as

specified.

The origin of the biological additives is as follows:

Analyte

ALT (GPT)

AST (GOT)

Acid phosphatase
Albumin

Aldolase

Alkaline phosphatase
Amylase, total
Amylase, pancreatic
Cholesterol
Cholinesterase
Creatine kinase
y-GT

GLDH

LD (LDH)

Lipase

Triglycerides

Origin

porcine heart

human, recombinant

human prostate/potato

bovine plasma

rabbit muscle

human placenta (recombinant)
porcine pancreas

porcine pancreas

bovine plasma

human serum

rabbit muscle

human, recombinant

bacterial, recombinant

porcine heart

human pancreas (recombinant)
chicken egg yolk

Non-reactive components:
Stabilizers

The concentrations and activities of the calibrator components are lot-
specific. The exact calibrator values are given in the electronically available
or enclosed value sheets.

The values are also encoded in the enclosed calibrator barcode sheets for
COBAS INTEGRA and cobas ¢ 111 analyzers.

For the cobas ¢ analyzers (except for the cobas ¢ 111 analyzer) the values
are encoded in electronic files sent via the cobas link to the analyzers.

Calibrator values

The calibrator values were determined using the method stated in the
electronically available or enclosed value sheets. Determinations were
performed under strictly standardized conditions on Roche analyzers using
Roche system reagents and the Roche master calibrator.

The calibrator values were obtained via single determinations performed in
different laboratories, in several separate runs. The calibrator value
specified is the mean of all values obtained.

Traceability information is given in the respective instructions for use of the
system reagents.

Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:
Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.

Environmental hazards:
Apply all relevant local disposal regulations to determine the safe disposal.

Safety data sheet available for professional user on request.

All human material should be considered potentially infectious. All products
derived from human blood are prepared exclusively from the blood of
donors tested individually and shown to be free from HBsAg and antibodies
to HCV and HIV. The testing methods use assays that have been approved
or cleared by the FDA or that are in compliance with the legal rules of the
European Union (IVDR 2017/746/EU, IVDD 98/79/EC, Annex I, List A).
However, as no testing method can rule out the potential risk of infection
with absolute certainty, the material should be handled with the same level
of care as a patient specimen. In the event of exposure, the directives of the
responsible health authorities should be followed.'2

Handling

Carefully open one bottle avoiding the loss of lyophilizate, and pipette in
exactly 3.0 mL of distilled/deionized water. Carefully close the bottle and
dissolve the contents completely by occasional gentle swirling within

30 minutes. Avoid the formation of foam.

The enclosed barcoded labels are intended exclusively for cobas ¢
systems (except for the cobas ¢ 513 analyzer) to identify the calibrator.
Attach the barcoded labels to the tubes carrying the sample cups containing
the calibrator material.

Storage and stability

Store at 2-8 °C.

Criterion for the stability data stated by Roche:

Recovery within + 5 % of initial value.

Stability of the lyophilized calibrator at 2-8 °C:

Up to the stated expiration date.

Stability of the components in the reconstituted calibrator*:
at 15-25°C
at 2-8°C 2 days

at -20°C(£5°C) 4 weeks (when frozen once)

*Exceptions: see below

Stability of acid phosphatase, non-prostatic acid phosphatase and prostatic
acid phosphatase in the reconstituted calibrator (criterion: + 10 % of initial
value):

at 15-25°C
at 2-8°C 1 day
at -20°C(£5°C) 2 weeks (when frozen once)

Stability of total bilirubin in the reconstituted calibrator (when stored
protected from light):

at 15-25°C
at 28°C
at -20°C (£5°C)

Stability of direct bilirubin in the reconstituted calibrator (when stored
protected from light):

at 15-25°C
at 2-8°C 8 hours

at -20°C(£5°C) 2 weeks (when frozen once)

Store calibrator tightly capped (and protected from light) when not in use.
Materials provided

= See “Reagents — working solutions” section

8 hours

2 hours

6 hours
1 day
2 weeks (when frozen once)

3 hours
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Calibrator for automated systems

= Barcoded labels

Materials required (but not provided)

= Roche system reagents and clinical chemistry analyzers
= General laboratory equipment

Assay

Use C.f.a.s. as specified in the relevant Method Sheet for the system

reagents.

References

1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.

2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related to
exposure to biological agents at work.

A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.

Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.

The Summary of Safety & Performance Report can be found here:
https://ec.europa.eu/tools/eudamed
Symbols

Roche Diagnostics uses the following symbols and signs in addition to
those listed in the ISO 15223-1 standard (for USA: see
navifyportal.roche.com for definition of symbols used):

Contents of kit

CALIBRATOR Calibrator

% Volume for reconstitution

Global Trade Item Number

Rx only For USA: Caution: Federal law restricts this

device to sale by or on the order of a
physician.

COBAS and NAVIFY are trademarks of Roche.

All other product names and trademarks are the property of their respective owners.
Additions, deletions or changes are indicated by a change bar in the margin.

© 2024, Roche Diagnostics

€ 0123

N Roche Diagnostics GmbH, Sandhofer Strasse 116, D-68305 Mannheim
www.roche.com
R +800 5505 6606

N

cobas’
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PreciControl ClinChem Multi 1

05947626190 —> 4 x5 mL Control
05117003190

05117208922

—> 20 x 5 mL Control
—> 20 x 5 mL Control (QCS)

English

System information

For use on cobas ¢ and COBAS INTEGRA analyzer systems, refer to the
corresponding method sheet of the assay for the identification on the
systems.

Intended use

PreciControl ClinChem Multi 1 is for use in quality control by monitoring
accuracy and precision for the quantitative methods as specified in the
value sheets.

Summary

PreciControl ClinChem Multi 1 is a lyophilized control based on human
serum. The adjusted concentrations and activities of the control
components are usually in the normal range or at the normal/pathological
threshold.

Some methods specified in the relevant value sheet may not be available in
all countries.

Reagents - working solutions

Reactive components in the lyophilizate:

Human serum with chemical additives and material of biological origin as
specified.
The origin of the biological additives is as follows:

Analyte Origin

ALT (GPT) human, recombinant
AST (GOT) human, recombinant
Aldolase rabbit muscle

Alkaline phosphatase
Amylase, total
Amylase, pancreatic
Creatine kinase

human placenta (recombinant)

human saliva / porcine pancreas

porcine pancreas

human CK-MM / human CK-MB (recombinant)

CK-MB human CK-MB (recombinant)
y-GT human, recombinant

GLDH bacterial, recombinant

LDH porcine heart

Lipase human pancreas (recombinant)
Acid phosphatase human prostate / potato
ASLO sheep

CRP human

Transferrin human

Ferritin human

Non-reactive components in the lyophilizate:

Stabilizers

The concentrations and activities of the components are lot-specific. The
exact target values are given in the electronically available or enclosed
value sheets.

The values are also encoded in the enclosed control barcode sheets for
COBAS INTEGRA and cobas ¢ 111 analyzers.

For the cobas ¢ analyzers (except for the cobas ¢ 111 analyzer) the values
are encoded in electronic files sent via the cobas link to the analyzers.

Target values and ranges

The target values were determined using the method stated in the
electronically available or enclosed value sheets. Determinations for Roche
methods were performed under strictly standardized conditions on Roche
analyzers using Roche system reagents and the Roche master calibrator.
The target value specified is the mean of all values obtained. The

cobas’

corresponding control range is calculated as the target value + 3 standard
deviations (the standard deviation being the value obtained from several
target value determinations). Results should be within the defined ranges.
Each laboratory should establish corrective measures to be taken if values
fall outside the range.

A clinically insignificant difference may be seen between the value(s) listed
on the value sheet and the value(s) obtained from the instrument readable
data. This is caused by:

= the rounding of value(s) during conversion from the unit in the
instrument readable data to the unit that is being used.

= the calculation of the ranges by the analyzer using the percentage
values for the ranges encoded in the barcodes.

The traceability of the target value is given in the respective Method Sheets

forI the system reagents to be used in combination with the recommended

calibrator.

Precautions and warnings
For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:

Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.
Environmental hazards:

Apply all relevant local disposal regulations to determine the safe disposal.
Safety data sheet available for professional user on request.

All human material should be considered potentially infectious. All products
derived from human blood are prepared exclusively from the blood of
donors tested individually and shown to be free from HBsAg and antibodies
to HCV and HIV. The testing methods use assays that have been approved
or cleared by the FDA or that are in compliance with the legal rules of the
European Union (IVDR 2017/746/EU, IVDD 98/79/EC, Annex I, List A).
However, as no testing method can rule out the potential risk of infection
with absolute certainty, the material should be handled with the same level
of care as a patient specimen. In the event of exposure, the directives of the
responsible health authorities should be followed.'2

Handling

Carefully open one bottle, avoiding the loss of lyophilizate, and pipette in
exactly 5.0 mL of distilled/deionized water. Carefully close the bottle and
dissolve the contents completely by occasional gentle swirling within

30 minutes. Avoid the formation of foam.

The enclosed barcoded labels are intended exclusively for the

cobas ¢ systems (except for the cobas ¢ 513 analyzer) to identify the
control. Attach the barcoded labels to the tubes carrying the sample cups
containing the control material.

Storage and stability
Store at 2-8 °C.
Criterion for the stability data stated by Roche:
Recovery within + 10 % of initial value.
Stability of the lyophilized control serum:

Up to the stated expiration date at 2-8 °C.
Stability of components after reconstitution*:
at 15-25°C

at 2-8°C

at -20°C (+5°C)

12 hours
5 days
28 days (when frozen once)

*Exceptions: see below

Stability of total bilirubin, acid phosphatase, non-prostatic acid
phosphatase, prostatic acid phosphatase and UIBC in reconstituted control
serum (stored protected from light):

at 15-25 °C 8 hours
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PreciControl ClinChem Multi 1

at 2-8 oC 24 hOU rs © 2024, Roche Diagnostics

at -20°C (£5°C) 14 days (when frozen once)

Stability of direct bilirubin in reconstituted control serum (stored protected
from light):

at 15-25°C 8 hours
at 2-8°C 24 hours
at -20°C (5°C) 10 days (when frozen once)

Stability of ALT in reconstituted control serum:

at 15-25°C 12 hours

at 2-8°C 5 days

at -20°C (£5°C) 14 days (when frozen once)

The possible appearance of a slight green coloration has no effect on the
recovery of the values.

Store control tightly capped and protected from light when not in use.
Materials provided

= See “Reagents — working solutions” section

= Barcoded labels

Materials required (but not provided)

* Roche system reagents and clinical chemistry analyzers

= General laboratory equipment

Assay

Dispense the required volume into a sample cup and analyze in the same
way as patient samples.

The controls should be run daily in parallel with patient samples and after
every calibration. Control intervals must be adapted to individual
laboratory’s requirements.

Follow the applicable government regulations and local guidelines for

quality control.

References

1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.

2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related to
exposure to biological agents at work.

A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.

Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.

The Summary of Safety & Performance Report can be found here:
https://ec.europa.eu/tools/eudamed
Symbols

Roche Diagnostics uses the following symbols and signs in addition to
those listed in the 1ISO 15223-1 standard (for USA: see
navifyportal.roche.com for definition of symbols used):

Contents of kit

% Volume for reconstitution

GTIN Global Trade Item Number

Rx only For USA: Caution: Federal law restricts this
device to sale by or on the order of a
physician.

COBAS, NAVIFY and PRECICONTROL are trademarks of Roche.
All other product names and trademarks are the property of their respective owners.
Additions, deletions or changes are indicated by a change bar in the margin.
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www.roche.com

Roche Diagnostics GmbH, Sandhofer Strasse 116, D-68305 Mannheim

R +800 5505 6606
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PreciControl ClinChem Multi 2

05947774190

05117216190
05117291922

English

System information

For use on cobas ¢ and COBAS INTEGRA analyzer systems, refer to the
corresponding method sheet of the assay for the identification on the
systems.

Intended use

PreciControl ClinChem Multi 2 is for use in quality control by monitoring
accuracy and precision for the quantitative methods as specified in the
value sheets.

Summary

PreciControl ClinChem Multi 2 is a lyophilized control based on human
serum. The adjusted concentrations and activities of the control
components are usually in the pathological range.

Some methods specified in the relevant value sheet may not be available in
all countries.

Reagents — working solutions

Reactive components in the lyophilizate:

Human serum with chemical additives and material of biological origin as
specified.

The origin of the biological additives is as follows:

Analyte Origin

ALT (GPT) human, recombinant
AST (GOT) human, recombinant
Aldolase rabbit muscle

Alkaline phosphatase human placenta (recombinant)

Amylase, total human saliva / porcine pancreas
Amylase, pancreatic porcine pancreas
bovine plasma

human CK-MM / human CK-MB (recombinant)

Cholesterol
Creatine kinase

CK-MB human CK-MB (recombinant)
y-GT human, recombinant

GLDH bacterial, recombinant

LDH porcine heart

Lipase human pancreas (recombinant)
Acid phosphatase human prostate / potato

ASLO sheep

CRP human

Transferrin human

Ferritin human

Non-reactive components in the lyophilizate:

Stabilizers

The concentrations and activities of the components are lot-specific. The
exact target values are given in the electronically available or enclosed
value sheets.

The values are also encoded in the enclosed control barcode sheets for
COBAS INTEGRA and cobas ¢ 111 analyzers.

For the cobas ¢ analyzers (except for the cobas ¢ 111 analyzer) the values
are encoded in electronic files sent via the cobas link to the analyzers.

Target values and ranges

The target values were determined using the method stated in the
electronically available or enclosed value sheets. Determinations for Roche
methods were performed under strictly standardized conditions on Roche
analyzers using Roche system reagents and the Roche master calibrator.

—> 4 x5 mL Control
—> 20 x 5 mL Control
—> 20 x 5 mL Control (QCS)

cobas’

The target value specified is the mean of all values obtained. The
corresponding control range is calculated as the target value + 3 standard
deviations (the standard deviation being the value obtained from several
target value determinations). Results should be within the defined ranges.
Each laboratory should establish corrective measures to be taken if values
fall outside the range.

A clinically insignificant difference may be seen between the value(s) listed
on the value sheet and the value(s) obtained from the instrument readable
data. This is caused by:

= the rounding of value(s) during conversion from the unit in the
instrument readable data to the unit that is being used.

= the calculation of the ranges by the analyzer using the percentage
values for the ranges encoded in the barcodes.

The traceability of the target value is given in the respective Method Sheets

for the system reagents to be used in combination with the recommended

calibrator.

Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:

Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.
Environmental hazards:

Apply all relevant local disposal regulations to determine the safe disposal.
Safety data sheet available for professional user on request.

All human material should be considered potentially infectious. All products
derived from human blood are prepared exclusively from the blood of
donors tested individually and shown to be free from HBsAg and antibodies
to HCV and HIV. The testing methods use assays that have been approved
or cleared by the FDA or that are in compliance with the legal rules of the
European Union (IVDR 2017/746/EU, IVDD 98/79/EC, Annex I, List A).
However, as no testing method can rule out the potential risk of infection
with absolute certainty, the material should be handled with the same level
of care as a patient specimen. In the event of exposure, the directives of the
responsible health authorities should be followed.'2

Handling

Carefully open one bottle, avoiding the loss of lyophilizate, and pipette in
exactly 5.0 mL of distilled/deionized water. Carefully close the bottle and
dissolve the contents completely by occasional gentle swirling within

30 minutes. Avoid the formation of foam.

The enclosed barcoded labels are intended exclusively for the

cobas ¢ systems (except for the cobas ¢ 513 analyzer) to identify the
control. Attach the barcoded labels to the tubes carrying the sample cups
containing the control material.

Storage and stability
Store at 2-8 °C.

Criterion for the stability data stated by Roche:
Recovery within + 10 % of initial value.
Stability of the lyophilized control serum:

Up to the stated expiration date at 2-8 °C.
Stability of components after reconstitution*:
at 15-25°C

at 2-8°C

at -20°C (5°C)

12 hours

5 days

28 days (when frozen once)
*Exceptions: see below

Stability of total bilirubin, acid phosphatase, non-prostatic acid

phosphatase, prostatic acid phosphatase and UIBC in reconstituted control
serum (stored protected from light):

at 15-25°C 8 hours
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PreciControl ClinChem Multi 2
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at -20°C (£5°C) 14 days (when frozen once)

Stability of direct bilirubin in reconstituted control serum (stored protected
from light):

at 15-25°C 8 hours
at 2-8°C 24 hours
at -20°C (5°C) 10 days (when frozen once)

Stability of ALT in reconstituted control serum:

at 15-25°C 12 hours

at 2-8°C 5 days

at -20°C (£5°C) 14 days (when frozen once)

The possible appearance of a slight green coloration has no effect on the
recovery of the values.

Store control tightly capped and protected from light when not in use.
Materials provided

= See “Reagents — working solutions” section

= Barcoded labels

Materials required (but not provided)

* Roche system reagents and clinical chemistry analyzers

= General laboratory equipment

Assay

Dispense the required volume into a sample cup and analyze in the same
way as patient samples.

The controls should be run daily in parallel with patient samples and after
every calibration. Control intervals must be adapted to individual
laboratory’s requirements.

Follow the applicable government regulations and local guidelines for

quality control.

References

1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.

2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related to
exposure to biological agents at work.

A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.

Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.

The Summary of Safety & Performance Report can be found here:
https://ec.europa.eu/tools/eudamed
Symbols

Roche Diagnostics uses the following symbols and signs in addition to
those listed in the 1ISO 15223-1 standard (for USA: see
navifyportal.roche.com for definition of symbols used):

Contents of kit

% Volume for reconstitution

GTIN Global Trade Item Number

Rx only For USA: Caution: Federal law restricts this
device to sale by or on the order of a
physician.

COBAS, NAVIFY and PRECICONTROL are trademarks of Roche.
All other product names and trademarks are the property of their respective owners.
Additions, deletions or changes are indicated by a change bar in the margin.
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Precinorm U plus

12149435122 —> 10 x 3 mL Control
English

System information

For use on cobas ¢ and COBAS INTEGRA analyzer systems, refer to the
corresponding method sheet of the assay for the identification on the
systems.

Intended use

Precinorm U plus is for use in quality control by monitoring accuracy and
precision for the quantitative methods as specified in the value sheets.
Summary

Precinorm U plus is a lyophilized control based on human serum. The
adjusted concentrations and activities of the control components are usually
in the normal range or at the normal/pathological threshold.

Some methods specified in the relevant value sheet may not be available in
all countries.

Reagents — working solutions

Reactive components in the lyophilizate:

Human serum with chemical additives and material of biological origin as
specified.
The origin of the biological additives is as follows:

Analyte Origin

ALT (GPT) porcine heart
AST (GOT) porcine heart
Albumin bovine plasma
Aldolase rabbit muscle

Alkaline phosphatase
Amylase, total

placenta (human, recombinant)
human saliva / porcine pancreas
Amylase, pancreatic porcine pancreas

Creatine kinase rabbit muscle

y-GT porcine, kidney

GLDH bacterial, recombinant

LD (LDH) porcine heart

Lipase pancreas (human, recombinant)
Acid phosphatase human prostate / potato

Total protein

Non-reactive components:
Stabilizers

Reactive components in the diluent:
Sodium carbonate

The concentrations and activities of the components are lot-specific. The
exact target values are given in the electronically available or enclosed
value sheets.

The values are also encoded in the enclosed control barcode sheets for
COBAS INTEGRA and cobas ¢ 111 analyzers.

For the cobas ¢ analyzers (except for the cobas ¢ 111 analyzer) the values
are encoded in electronic files sent via the cobas link to the analyzers.

Target values and ranges

The target values were determined using the method stated in the
electronically available or enclosed value sheets. Determinations for Roche
methods were performed under strictly standardized conditions on Roche
analyzers using Roche system reagents and the Roche master calibrator.
The target value specified is the mean of all values obtained. The
corresponding control range is calculated as the target value + 3 standard
deviations (the standard deviation being the value obtained from several
target value determinations). Results should be within the defined ranges.
Each laboratory should establish corrective measures to be taken if values
fall outside the range.

bovine plasma

cobas’

A clinically insignificant difference may be seen between the value(s) listed
on the value sheet and the value(s) obtained from the instrument readable
data. This is caused by:

= the rounding of value(s) during conversion from the unit in the
instrument readable data to the unit that is being used.

= the calculation of the ranges by the analyzer using the percentage
values for the ranges encoded in the barcodes.

The traceability of the target value is given in the respective Method Sheets

for the system reagents to be used in combination with the recommended

calibrator.

Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:
Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.

Environmental hazards:
Apply all relevant local disposal regulations to determine the safe disposal.

Safety data sheet available for professional user on request.

All human material should be considered potentially infectious. All products
derived from human blood are prepared exclusively from the blood of
donors tested individually and shown to be free from HBsAg and antibodies
to HCV and HIV. The testing methods use assays that have been approved
or cleared by the FDA or that are in compliance with the legal rules of the
European Union (IVDR 2017/746/EU, IVDD 98/79/EC, Annex I, List A).
However, as no testing method can rule out the potential risk of infection
with absolute certainty, the material should be handled with the same level
of care as a patient specimen. In the event of exposure, the directives of the
responsible health authorities should be followed.'2

Handling

Carefully open one bottle 1, avoiding the loss of lyophilizate, and pipette in
exactly 3.0 mL of diluent (bottle 2). Carefully close the bottle and dissolve
the contents completely by occasional gentle swirling within 30 minutes.
Avoid the formation of foam.

Important: When determining acid phosphatase and prostatic
phosphatase dissolve the lyophilizate (bottle 1) with 3.0 mL of distilled or
deionized water.

The enclosed barcoded labels are intended exclusively for the cobas ¢
systems to identify the control. Attach the barcoded labels to the tubes
carrying the sample cups containing the control material.

Storage and stability

Store at 2-8 °C.

Criterion for the stability data stated by Roche:
Recovery within + 10 % of initial value.

Stability of the lyophilized control serum:

Up to the stated expiration date at 2-8 °C.
Stability of components in reconstituted control*:
at 15-25°C

at 2-8°C

at -20°C (x5°C)
*Exceptions: see below

Stability of bicarbonate in reconstituted control serum:
closed bottle at 15-25 °C 24 hours
open bottle

Stability of total bilirubin in reconstituted control serum (stored protected
from light):

at  1525°C
at  28°C
at  -20°C (£5°C)

12 hours
5 days
28 days (when frozen once)

use immediately

8 hours
24 hours
14 days (when frozen once)

2024-01, V 13.0 English

1/2




12174316001V13.0

Precinorm U plus

Stability of direct bilirubin in reconstituted control serum (stored protected
from light):

at 15-25 °C 4 hours

at 2-8°C 8 hours

at -20°C (x5°C) 14 days (when frozen once)

Stability of UIBC in reconstituted control serum:

at 15-25 °C 4 hours

at 2-8°C 24 hours

at -20°C (5°C) 14 days (when frozen once)

Stability of acid phosphatase, non-prostatic acid phosphatase and prostatic
acid phosphatase in reconstituted control serum:

at 15-25°C 4 hours

at 2-8°C 24 hours

at -20°C (£5°C) 14 days (when frozen once)

Store control tightly capped and protected from light when not in use.
Materials provided

= See “Reagents — working solutions” section

= Barcoded labels

Materials required (but not provided)

= Roche system reagents and clinical chemistry analyzers

= General laboratory equipment

Assay

Dispense the required volume into a sample cup and analyze in the same
way as patient samples.

The controls should be run daily in parallel with patient samples and after
every calibration. Control intervals must be adapted to individual
laboratory’s requirements.

Follow the applicable government regulations and local guidelines for

quality control.

References

1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.

2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related to
exposure to biological agents at work.

A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.

Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.

The Summary of Safety & Performance Report can be found here:
https://ec.europa.eu/tools/eudamed

Symbols

Roche Diagnostics uses the following symbols and signs in addition to
those listed in the ISO 15223-1 standard (for USA: see
navifyportal.roche.com for definition of symbols used):

CONTENT Contents of kit
Volume for reconstitution

GTIN Global Trade Item Number

!

Rx only For USA: Caution: Federal law restricts this
device to sale by or on the order of a
physician.

COBAS, NAVIFY and PRECINORM are trademarks of Roche.
All other product names and trademarks are the property of their respective owners.
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Additions, deletions or changes are indicated by a change bar in the margin.
© 2024, Roche Diagnostics
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Precipath U plus

12149443122 —> 10 x 3 mL Control
English

System information

For use on cobas ¢ and COBAS INTEGRA analyzer systems, refer to the
corresponding method sheet of the assay for the identification on the
systems.

Intended use

Precipath U plus is for use in quality control by monitoring accuracy and
precision for the quantitative methods as specified in the value sheets.
Summary

Precipath U plus is a lyophilized control based on human serum. The
adjusted concentrations and activities of the control components are usually
in the pathological range or at the normal/pathological threshold.

Some methods specified in the relevant value sheet may not be available in
all countries.

Reagents — working solutions

Reactive components in the lyophilizate:

Human serum with chemical additives and material of biological origin as
specified.
The origin of the biological additives is as follows:

Analyte Origin

ALT (GPT) porcine heart
AST (GOT) porcine heart
Aldolase rabbit muscle

Alkaline phosphatase
Amylase, total
Amylase, pancreatic

placenta (human, recombinant)
human saliva / porcine pancreas
porcine pancreas

Cholesterol bovine plasma

Creatine kinase rabbit muscle

y-GT porcine, kidney

GLDH bacterial, recombinant

LD (LDH) porcine heart

Lipase pancreas (human, recombinant)
Acid phosphatase human prostate / potato
Transferrin human Cohn [V-fraction
Non-reactive components:

Stabilizers

Reactive components in the diluent:
Sodium carbonate

The concentrations and activities of the components are lot-specific. The
exact target values are given in the electronically available or enclosed
value sheets.

The values are also encoded in the enclosed control barcode sheets for
COBAS INTEGRA and cobas ¢ 111 analyzers.

For the cobas ¢ analyzers (except for the cobas ¢ 111 analyzer) the values
are encoded in electronic files sent via the cobas link to the analyzers.

Target values and ranges

The target values were determined using the method stated in the
electronically available or enclosed value sheets. Determinations for Roche
methods were performed under strictly standardized conditions on Roche
analyzers using Roche system reagents and the Roche master calibrator.
The target value specified is the mean of all values obtained. The
corresponding control range is calculated as the target value + 3 standard
deviations (the standard deviation being the value obtained from several
target value determinations). Results should be within the defined ranges.
Each laboratory should establish corrective measures to be taken if values
fall outside the range.

cobas’

A clinically insignificant difference may be seen between the value(s) listed
on the value sheet and the value(s) obtained from the instrument readable
data. This is caused by:

= the rounding of value(s) during conversion from the unit in the
instrument readable data to the unit that is being used.

= the calculation of the ranges by the analyzer using the percentage
values for the ranges encoded in the barcodes.

The traceability of the target value is given in the respective Method Sheets

for the system reagents to be used in combination with the recommended

calibrator.

Precautions and warnings

For in vitro diagnostic use for health care professionals. Exercise the
normal precautions required for handling all laboratory reagents.

Infectious or microbial waste:
Warning: handle waste as potentially biohazardous material. Dispose of
waste according to accepted laboratory instructions and procedures.

Environmental hazards:
Apply all relevant local disposal regulations to determine the safe disposal.

Safety data sheet available for professional user on request.

All human material should be considered potentially infectious. All products
derived from human blood are prepared exclusively from the blood of
donors tested individually and shown to be free from HBsAg and antibodies
to HCV and HIV. The testing methods use assays that have been approved
or cleared by the FDA or that are in compliance with the legal rules of the
European Union (IVDR 2017/746/EU, IVDD 98/79/EC, Annex I, List A).
However, as no testing method can rule out the potential risk of infection
with absolute certainty, the material should be handled with the same level
of care as a patient specimen. In the event of exposure, the directives of the
responsible health authorities should be followed.'2

Handling

Carefully open one bottle 1, avoiding the loss of lyophilizate, and pipette in
exactly 3.0 mL of diluent (bottle 2). Carefully close the bottle and dissolve
the contents completely by occasional gentle swirling within 30 minutes.
Avoid the formation of foam.

Important: When determining acid phosphatase and prostatic
phosphatase dissolve the lyophilizate (bottle 1) with 3.0 mL of distilled or
deionized water.

The enclosed barcoded labels are intended exclusively for the cobas ¢
systems to identify the control. Attach the barcoded labels to the tubes
carrying the sample cups containing the control material.

Storage and stability

Store at 2-8 °C.

Criterion for the stability data stated by Roche:
Recovery within + 10 % of initial value.

Stability of the lyophilized control serum:

Up to the stated expiration date at 2-8 °C.
Stability of components in reconstituted control*:
at 15-25°C

at 2-8°C

at -20°C (x5°C)
*Exceptions: see below

Stability of bicarbonate in reconstituted control serum:
closed bottle at 15-25 °C 24 hours
open bottle

Stability of total bilirubin in reconstituted control serum (stored protected
from light):

at  1525°C
at  28°C
at  -20°C (£5°C)

12 hours
5 days
28 days (when frozen once)

use immediately

8 hours
24 hours
14 days (when frozen once)
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Stability of direct bilirubin in reconstituted control serum (stored protected
from light):

at 15-25 °C 4 hours

at 2-8°C 8 hours

at -20°C (x5°C) 14 days (when frozen once)

Stability of UIBC in reconstituted control serum:

at 15-25 °C 4 hours

at 2-8°C 24 hours

at -20°C (5°C) 14 days (when frozen once)

Stability of acid phosphatase, non-prostatic acid phosphatase and prostatic
acid phosphatase in reconstituted control serum:

at 15-25°C 4 hours

at 2-8°C 24 hours

at -20°C (£5°C) 14 days (when frozen once)

Store control tightly capped and protected from light when not in use.
Materials provided

= See “Reagents — working solutions” section

= Barcoded labels

Materials required (but not provided)

= Roche system reagents and clinical chemistry analyzers

= General laboratory equipment

Assay

Dispense the required volume into a sample cup and analyze in the same
way as patient samples.

The controls should be run daily in parallel with patient samples and after
every calibration. Control intervals must be adapted to individual
laboratory’s requirements.

Follow the applicable government regulations and local guidelines for

quality control.

References

1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.

2 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related to
exposure to biological agents at work.

A point (period/stop) is always used in this Method Sheet as the decimal
separator to mark the border between the integral and the fractional parts of
a decimal numeral. Separators for thousands are not used.

Any serious incident that has occurred in relation to the device shall be
reported to the manufacturer and the competent authority of the Member
State in which the user and/or the patient is established.

The Summary of Safety & Performance Report can be found here:
https://ec.europa.eu/tools/eudamed

Symbols

Roche Diagnostics uses the following symbols and signs in addition to
those listed in the ISO 15223-1 standard (for USA: see
navifyportal.roche.com for definition of symbols used):

CONTENT Contents of kit
Volume for reconstitution

GTIN Global Trade Item Number

!

Rx only For USA: Caution: Federal law restricts this
device to sale by or on the order of a
physician.

COBAS, NAVIFY and PRECIPATH are trademarks of Roche.
All other product names and trademarks are the property of their respective owners.
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Additions, deletions or changes are indicated by a change bar in the margin.
© 2024, Roche Diagnostics
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