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US-MF-000023583

Urgent Product Correction

Immediate Action Required

Date Issued

Product

Explanation

Impact on
Patient Results

Necessary
Actions to be
Taken by
Customer

March 18, 2025

Product Description List Number Serial Number uDI
CELL-DYN Ruby 08H67-01
CELL-DYN Ruby 08H67-03
CELL-DYN Ruby 08H67-10 See Attachment 1
CELL-DYN Ruby 08H67-13
CELL-DYN Ruby 04U42-84

Abbott would like to inform you of an issue in the CELL-DYN Ruby system where, when expired
reagents are scanned or manually entered, the system will change the expiration date to current or
future date.

This change occurs without notifying the user that an expired reagent is inadvertently being used.
The use of expired reagents is against the guidelines of the CELL-DYN Ruby Operator’s Manual.

The CELL-DYN Ruby Operator’s Manual will be updated to provide information regarding this issue.

There is potential for incorrect results. To date, there has been no known impact to patient
management.

Per the CELL-DYN Ruby Operator’s Manual, do not use expired reagents as this may compromise test
accuracy.

Always use reagents within their valid expiration dates for all testing procedures.

The operator must confirm the container labeling matches the data on the reagent log entry screen
dialog box.

Quality Controls should be run after any reagent lot number change, maintenance, component
replacement, field service action, software change, or calibration. This should be done in accordance
with your laboratory’s quality control program and regulatory requirements. The quality control
programs on the CELL-DYN Ruby are designed to assess precision and accuracy, identify shifts and
trends, and determine the nature and cause of errors.

Complete and return the Customer Reply Form.

If you have forwarded the product listed above to other laboratories, please inform them of this
Product Correction and provide to them a copy of this letter.

Please retain this letter for your laboratory records.

FA18MAR2025 Page 1 of 2



Contact If you or any of the health care providers you serve have questions regarding this information, U.S.
Information Customers please contact Customer Service at 1-877-4ABBOTT. Customers outside the U.S., please
contact your local area Customer Service.

Adverse reactions or quality problems experienced with the use of this product may be reported to
the FDA’s MedWatch Adverse Event Reporting program at
http://www.fda.gov/MedWatch/report.htm, by phone (1-800-332-1088), or fax (1-800-FDA-0178).

If you have experienced any patient or user injury associated with this Field Action, please
immediately report the event to your local area Customer Service.
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CORE DIAGNOSTICS
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Abbott Park, IL, 60064 USA

BipbIHFalt Tipkey Hemipi (SRN):
US-MF-000023583

LLUyfbin OHIM TY3eTyi

bipaeH apekert eTy Tanan eTinepi

WebifapbinfaH
KYHi

OHim

18 Haypbi3, 2025 x.

OHim cMnatTamachl Katanorrbik Hemipi Cepuanblik, uDlI
HeMIpi
CELL-DYN Ruby 08H67-01
CELL-DYN Ruby 08H67-03
CELL-DYN Ruby 08H67-10 A KOCbIMLIACLIH KAPaHbI3
CELL-DYN Ruby 08H67-13
CELL-DYN Ruby 04U42-84

TyciHaipme

Abbott cisre CELL-DYN Ruby KyieciHaeri akaynbiK Typanbl xabapiayabl Kanaiiapl, oHaa
KapamaplablK Mep3iMi 6TKEH peareHTTep CKaHep/ieHreHAe HEMeCe KOJIMEH eHTi3inreHae, xyie
KapamaplablK Mep3iMiH aFbiMaarbl Hemece 6onallak KyHre esrepresi.

Byn e3repic nanganaHyLblfa }KapamablnblK Mep3iMi 6TKeH peareHTTiH, 6alikaycbi3fa Kon4aHblAbIN
*KaTKaHbl Typasibl eCKepTnecTeH opbiH anaabl. apamabinblK Mep3imi 6TKeH peareHTTepai KoNaaHy
CELL-DYN Ruby onepaTopbIHbIH, HYCKay/blfbiHAAFbl HYCKayapfa Kaullbl Keneai.

CELL-DYN Ruby onepaTopbiHbIH, HYCKaY/1blFbl OCbl MaCesiere KaTbICTbl aknapaT bepy yLiH
*KaHapTblaaapl.

DoHop/Empeny
HaTUXKenepiHe
acepi

HaTtuxenep aypbic 601maybl MymKiH. Ocbl yaKbITKa AeliH emaenywiHi emaeyre 6enrini acepi 6onfaH
KOK,

Kaxkertri
Knuenr
OopblHAaybI
THic
wapanap

CELL-DYN Ruby onepaTopbliHbIH, HYCKaYy/blFbIHa Cali }Kapamapbl/iblK Mep3imi 6TKEH peareHTTepAi
nanpganaHbanpbi3, cebebi 6yn cbiHama aangiriH 6y3ybl MyMKiH.

Bapablk CbiIHAManay npoleaypanapbl YWiH 9pKALLaH peareHTTepai *Kapamabl *KapaMabl/blK Mep3imi
ilWwiHae nalaanaHbiHbI3.

OnepaTop KOHTENHEP *KaMNCbIPMACbIHbIH, PeareHT }KYPHa/blH eHri3y 3KpaHbIHAAFbl AMANOTTbIK,
Tepesejeri AepeKTepre caliKec KeneTiHiH pacTaybl KEpeK.

CanaHbl 6aKblnay Kes KeireH peareHT NapTUACbIHbIH HOMIPIH ©3repTKeHHeH, TeXHUKabIK, Kbi3MeT
KepceTyaeH, Kypamaac 6eniKTi aybICTbipyAaH, CalTTbIK KbI3MET KepceTy apeKeTiHeH, bafaapnamansbik,
»KacaKTaMaHbl ©@3repTyZieH Hemece KanmbpaeyaeH KeliH icke KOCblybl KepeK. by 3epTxaHaHbiH,
canaHbl 6akbliay bafaapnamachiHa *KaHe HOPMaTUBTIK TananTapra CalKec opbiHAanybl Kepek. CELL-
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KoHTaKT
aknaparbl

DYN Ruby kyieciHaeri canaHbl 6aKblnay 6araapnamanapbl A9/14IK NeH Aa04iKTi 6aranayrFa,
XbINXKYNAp MeH ypAicTepai aHbIKTayfa KaHe KaTenepaiH, cunatel MeH cebebiH aHbIKTayFa apHaifaH.

Customer Reply Form niwiHiH TOATbIpbIN, KalTapbiHbI3.

Erep »ofapblaa TidimaenreH eHimai 6acka 3epTxaHanapsfa KibepreH 6o0ncaHbl3, ofapFa oCbl OHIM
Ty3eTyi Typanbl xabapnaHpi3 }KaHe 0s1apFa OCbl XaTTbIH, KeLipMeciH 6epiHis.

Ocbl XaTTbl 3epTXaHaHbI3AblH, *Ka3b6anapbl YLiH CaKTaHbI3.

Ci3ge Hemece Ci3 KbI3MeT KOpCeTETiH AEHCAYNbIK CaKTay CanacbiHAa KbISMET XKETKi3yLwWwinepaiH Kes
KenreHiHae ocbl aknapaTKa KaTbICTbl cypakTap 6onca, AKLL kaneHTTepi, *Keprinikti KnueHTTepre
KbI3MET KepceTy opTanbifbiHa 1-877-4ABBOTT Hemipi 6oMbiHWa xabapnaHbi3. AKLL-HaH Tbic
KNMEHTTEP KeprifikTi KnmeHTTepre KbI3MeT KepceTy OpTanbifbliHbI3fa xabapnacbiHbI3.

Ocbl eHIMA] NaganaHygaH TyblHAAFaH Kepi peaKkumanap Hemece canafa KaTbiCTbl Npobnemanap
Typanbl FDA MedWatch Adverse Event Reporting 6araapnamacbiHa
http://www.fda.gov/MedWatch/report.htm caittbiHaa, TenedpoH apKbiibl (1-800-332-1088) Hemece
dakc apKplabl (1-800-FDA-0178) xabapnayra 6onagpl.

Ocbl CanT WwapacbimeH H6alinaHbICTbl KaHAalM ga 6ip emaenywi Hemece NanganaHylbl KapaKaTbl
OpbIH aNca, OKUFaHbl }eprinikTi KnMeHTTepre Kbi3ameT KepceTy opTasbifbiHa bipaeH xabapiaHpbi3.
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EAMHBIV perncTpaumMoHHbIA Homep
(SRN): US-MF-000023583

UcnpasneHne nHipopmaumm no npoaykry

CPOHHO - K HemepgneHHOMY UCNONHEHUIO

Aarta

MpoayKr

OnucaHue

BaunaHue Ha
pe3ynbTaTtbl
uccneaoBaHus
obpasuos
nauueHToB

DeictBus,
KoTopble
Heobxoaumo
BbINO/IHUTb
nonb3oBaTesto

FA18MAR2025

18 mapTta 2025 .

OnucaHuMe npoayKTa KaTanoxHbih Homep CepuitHbIi uDI
Homep
CELL-DYN Ruby 08H67-01
CELL-DYN Ruby 08H67-03
CELL-DYN Ruby 08H67-10 Cwm. Mpunoxenne 1
CELL-DYN Ruby 08H67-13
CELL-DYN Ruby 04U42-84

Komnanusa Abbott nHbopmupyeTt Bac 0 HecooTBeTCTBUM, 0O6HapyKeHHOM B cucteme CELL-DYN Ruby,
NpPY KOTOPOM NMPU CKAHMPOBAHMU PeareHToB C UCTEKLWMM CPOKOM FO4HOCTU UK BBOAE MX CPOKA
rO4HOCTM BPYYHYIO CUCTEMA 3aMEHSET AaTy UCTeYEHMS CPOKa roAHOCTM Ha TEKYLLYIO Uau byaywyto.

[aHHan 3ameHa AaT BbinoaHAeTcA 6e3 yBeAOMIEHMA NO/b30BATENSA O HeNpeaAHaMepPeHHOM
MCNO/Ib30BaHUKN peareHTa ¢ UCTEKLLIMM CPOKOM roHOCTU. icnonb3oBaHMe peareHToB C UCTEKLINM
CPOKOM roAHOCTU NPOTUBOPEUUT peKoMmeHaaumam PykosoacTtea no akcnayataumm CELL-DYN Ruby.

PykoBoacTBo no akcnayatauum CELL-DYN Ruby 6yaet o6HoBneHO ana aob6asneHns nHoopmaumm
Nno AaHHOMY HECOOTBETCTBMIO.

CyLiecTByeT BepOATHOCTb NOJTyYeHNs HEKOPPEKTHbIX pPe3y1bTaToB. Ha MOMEHT BbinNycKa AaHHOrO
nMcbma CoobLEHMI O BAMAHUM JaHHOTO HECOOTBETCTBMSA Ha BeAEeHUE MaLMEHTOB He
PerncTpupoBasoch.

CornacHo pykoBoacTBy no akcnayataunm CELL-DYN Ruby, He ncnonb3yiTe peareHTbl C UCTEKLWINM
CPOKOM FOZHOCTU, TaK KaK 3TO MOXET CHU3NTb TOYHOCTb UCC/Ie0BaHWMA.

Mpu NnposeaeHUM BCeX NpoLLeAyp TECTUPOBAHMA BCErAa UCMONb3YNTE peareHTbl C AeNCTBUTEIbHbIM
CPOKOM FrOA4HOCTH.

Onepatop A0/MKEeH NOATBEPAUTL, YUTO MaPKUPOBKA Ha KOHTeHepe COOTBETCTBYET AaHHbIM,
yKa3aHHbIM B AManoroBom okHe Reagent log entry (MypHan peareHToB).

TectTnpoBaHue 06pa3sLLOB KOHTPOIA KayecTBa He0bXoANMMO NPOBOAMTL NOC/AE KaXKA0ro M3MeHeHus
HOMepa Cepumn peareHTa, TeXHUYECKOTO 06CNY»KMBAHUSA, 3aMeHbl KOMMNOHEHTa, CEPBUCHbIX
aencrtenit, nsmeHeHus MO nan KanMbpPoBKM.
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370 Heo6X0AMMO AEeNaTb B COOTBETCTBUM C MPUHATLIM B Balleit 7abopaTopmm NpoTOKOAOM
KOHTPOAA KayecTBa M TpeboBaHUAMM PErYAMPYIOLLMX OpraHM3aunin. Mporpammbl KOHTPOA
KauecTtBa cuctembl CELL-DYN Ruby nomoratoT oueHnBaTh BOCNPON3BOANMOCTb M TOYHOCTb,
BbIABNATL OTK/OHEHMWA U TEHAEHLMMK, 3 TaKXKe onpeaenaTb NPOUCXOXKAEHNE OLWMBOK U UX
NPUYMHBI.

3anonHuTe 1 oTNpaBbTe GOpPMy OTBETa NOJIb30BaTENA.

Ecnv Bbl HaNpaBAAAW BbllleyKa3aHHble NPoAYKTbI B Apyrue nabopatopun, MHGopmupyiiTe nx ob
ncnpasaeHun MHGopMaLnmM No NPOAYKTY U NpeaoCTaBbTe MM KOMUIO AaHHOrO NMCbMa.

Morkanyicra, CoOXpaHWUTe AaHHOE MMCbMO B MPOTOKO/Iax Ballein nabopatopuu.

KoHTaKTHasA Ecnn y Bac Mau y BaliMx NapTHEPOB, NPeAO0CTaBAAOWMX MEANLUHCKME YCAYTU, UMEKOTCA BONPOChI
nHpopmauua OTHOCUTENbHO NpPeaoCcTaBAeHHOW UHOPMauuK, obpalaiTecb B CBOEMY MECTHOMY NPeaCTaBUTENIO
Cny»K6bl cepBUCHON NOAAEPKKM.

O HeKenaTesibHbIX peakuuax n npobaemax, CBA3aHHbIX C KAY4EeCTBOM NPOAYKLMU, BOSHUKAIOLLMX
Npu UCNONb30BaHMM YKa3aHHOTO NPOAYKTa, MOMKHO COOBLWUTL NPU NOMOLLM NMPOrpammbl
perncTpauumn HexkenatenbHolx ABneHnin MedWatch FDA
http://www.fda.gov/MedWatch/report.htm), no tenedpony (1-800-332-1088) nau no daxcy (1-800-
FDA-0178).

Ecav Bam M3BECTHO O TpaBMe NaluneHTa UaM NoJib30BaTe A, BO3HUKLIEN B CBA3U C MHOpMaLMEN,
N3/10}KEHHOWN B 4@aHHOM NUCbMe, NoXKanyncTa, HesamegnmTelbHO coobwmTe 06 3TOM B MECTHYIO
Cny6y cepBMCHOM NOAAEPHKKMU.
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