MWHWUCTEPCTBO 34paBoOXpaHeHNs

Poccuiickoii degepaumn soosBso
PEAEPANIbHAA CNYXXBA MO HAA3OPY r
B C®PEPE 3JPABOOXPAHEHNA
(POC3APABHA/LSOP) Cy6bekTam obpalleHns

CnassaHckas nn. 4, ctp. |, Mocksa, 109074 MEANUNHCKNX n3fennn

TenedoH: (495) 698 45 38; (495) 698 15 74
PykoBoantenam

TeppuTOpUanbHbIX

opraHos Poc3apaBHag3opa
Ha Ne oT P AP Asop

r I_I MeANUMHCKUM opraHu3aumam

OpraHam ynpas/ieHUs
0 HOBbIX JaHHbIX N0 6e30MacHoCTK

MeLVNLNHCKUX U3LENNIA, 3apaBooXpaHeHUeM Cy6bEKTOB
peracTpaunoHHOe yA0CTOBEPEHME o o
NobC3 2008/01211 Poccunckon ®degepaunu

depepanbHana cnyxba no Hag3opy B chepe 34paBooOXpaHeHUs B paMKaxX UCNOJTHEHNSA
rocyfapcTtBeHHOW QYHKUUM NO MOHUTOPMUHIY 6€e30MacHOCTM MELULUHCKUX W3LENUN,
HaxogAWwmMxca B obpalweHUM Ha Tepputopum Poccuiickoh Pegepauun, [JOBOAUT [0
CBefleHUSs CyObeKTOB obpauleHnsa MeauUUHCKKUX nsgennii nuceMo OO0 «OpTo-KnnHukan
AvarHocTuke», YNO/THOMOYEHHOro NpeacTaBUTeNns NPOU3BOANTENSA, O HOBbIX JaHHbIX MO
6e30MacHOCTM NPU MPUMEHEHUN MEeAUUUHCKOIo MU3genma «PeareHTbl JUarHoCTUYECKUe in
vitro ¥ Martepuanbl pacxofHble 419 WUMMYHOAMArHOCTUYECKOro aBTOMAaTUYECKOro
aHanusatopa "Butpoc™ (Vitros)», npoussoactBa «OpTo-KAnMHMKan [uarHocTUKe»,
BenvkobputaHua, pernctpaLmoHHoe ygoctosepeHme ot 06.06.2017 Ne ¢ C3 2008/01211,
CPOK AeliCTBUSA He OrpaHnYeH.

B cnyyae HeoOX0A4MMOCTM MONYYEHUA LOMNONHUTENbHOW MHGpOpMaunn obpawatbes
K YMNO/HOMOYEHHOMY nNpeAcCTaBUTENtO npon3sBoanTeNA 000 «OpTo-KnnHnkan
OunarHoctuke» (143026, MockoBckasa o6nactb. OAWMHLOBCKWUIA paiioH, aep. CKOMKOBO
yn. Hoeas, g. 100, nut. A,A, Ten. +7(499) 951-26-12).

defepanbHas cnyxba no Hag30py B chepe 34paBoOXpaHeHMsa npegnaraet cybbekTam
obpalieHMsa MeAUUUMHCKUX WU3gennii NpoBecTU MeponpuATUSA MO MPOBEPKe Hann4yus
YyKa3aHHOro MeAMLUHCKOro U34enns W MNPUHATUIO  Mep, YKas3aHHbIX B MNUCbMe
000 «OpTo-KnnHunkan AduarHoctnke», 0 pesynbTaTtax NpoNHMOPMUpPOBATH
COOTBETCTBYH LW WA TeppuTOopmanbHbin opraH Poc3gpaBHag3opa.

TeppuTopuanbHblM opraHam Poc3gpaBHag3opa Mo cyb6bekTam Poccuiickon
depepaunm NPoBeCTU MEPONPUATUA B COOTBETCTBUWU C MOPAAKOM, MPeayCMOTPEHHbIM
AQMUHUCTPATUBHbLIM pernameHTom depepanbHO CcAyX0bl N0 Haj3opy B cgepe
34paBooOXpaHeHMss N0  WUCNOJSIHEHUIKO  FOCYyAapCTBEHHOW  (MYHKUMWM NO  KOHTPOJIO
3a obpalieHMeM MeJULMHCKUX U3LeNUIA, YTBEPXAEHHbIM Npukasom MuH3gpasa Poccun o1

05.04.2013 Ne 196H.

MpunoxeHune: Ha 8 n. B 1 3K3.

PykoBoaunTenb M.A. Mypawko



Ortho Clinical Diagnostics

Cyb6bekTam obpalleHns MegULMHCKNX U3LeNNiA
oT OO0 «OpTo-KnuHnkan AnarHoctnke»

«21» masa 2018 roga
Mcx.Ne 2105/02
YBaxkaemble "ocrniogal

HacTtoawpym nucbmom OO0 «OpTo-KnnHnkan AuarHoctuke» (fanee - «KomnaHus») BblpaXkaeT CBOe
noyTeHWe 1 0bpaLLiaeT BHUMaHWE Ha CnefyroLLyo MHGopMaLmio.

KomnaHmnsa  gBngetca  ynosiHOMOYeHHbIM  ripeactaButenieM  OpTo-KnvHukan — JuarHocTuke,
Benukobputanns (Ortho-Clinical Diagnostics, United Kingdom) (panee - «[1pou3BoguTenb») Ha

TeppuTopun Poccuiickoin depepauunn.

B pesynbtate OWMO0K LITPUX-KOLOB Ka/MbpaTopoB HEKOTOPbIX IMMYHOAMArHOCTUYECKMX
npoayktoB VITROS® cuctema VITROS He MOXeT 3anyCTUTb MPOLECC KanMOpoBKW W MpeaynpexaaeT
onepaTtopa. Kanumbpatopbl ans WMmMmyHogmarHoctudeckmx npoayktoB VITROS uvMET LUTPUX-Kofdbl,
KOTOpble COAepXXaT JIMHEVHbIM N LUMPPOBOM Koabl peareHTOB. LIM(poBOii Kof peareHTa 0TOGpakaeTcs
KOPPEKTHO, @ /IMHEWMHbIA COAEePXXMUT OLUMOKY, KOTOpbIA AenaeT ero HeuuMTaeMbliM Ha cucTemax VITROS
(VITROS 3600, 5600 wwmnm ECI/ECIQ). [daHHaa npobnema 3aTparvBaeT TOMbKO LUTPUX-KOAbI
Ka/IMbpaTopoB; Ha CBA3aHHbIEe C HAMUW peareHTbl Npobiema He pacnpoCcTpaHAETCS.

Mo dhakTy 06HapyXXeHWs1 BbileHa3BaHHOW MpobsiemMbl Heob6xoauMo crepoBaTb HeobxoaMmbIM
[elCTBUAM, yKa3aHHbIM B BaXXHOM yBeZOM/IEHUN O KOPPEKTUPYHOLLMX AeNCcTBUSA B MPUNOXKEHUN K JaHHOMY
NH(OPMaLOHHOMY MUCLMY.

UacTb peareHToB, Ha KOTOPbIe PacnpOCTPaHAETCA YBeAOM/IEHVE, PErUCTPUPOBaHbI B PD:

PeareHTbl AnarHoCcTUYecKme in vitro 1 MaTepuasibl PacXofHble A1 UMMYHOANArHOCTUYECKOTrO
aBTOMaTM4ecKoro aHanmsaropa ""Butpoc™ (Vitros), ®C3 2008/01211 ot 06.06.2017 r.

MONHBIN CNCOK 3aTPOHYTLIX TECTOB YKa3aH B NMPUIOKEHUN: «HeunTaemble LUTPUX-KOAbI ANA
MmmyHoamarHoctnyeckmx npodykrtos VITROS»

MpownssoauTenb U KoMnaHusi MPUHOCAT CBOM M3BUHEHWS 3a NMPUYUHEHHbIE HEYA06CTBA U B C/lyyae
HeobX04MMOCTM FOTOBbI MPEAOCTAaBUTL AOMONHUTE/IbHbIE PA3bSICHEHWS,

MpunoxkeHne: BaxkHoe yBeJOM/IEHME O KOPPEKTUPYIOLLMX AEACTBUSAX Ha 3 1.

dopma NoATBePXKAeHUA 2 1.

MpunoxeHve: «HeunTaemble LWTPUX-KOAbI AN VIMMYHOAMArHOCTUYECKUX MPOLYKTOB
VITROS» 2n.

MeHepabHbIN AUpPEKTOop

000 «OpTo-KnuHnkan AuarHoctnke» Lnan H.E.
Limited Liability Company Ortho-Oinical Diagnostics O61LEecTBO C OrpaTnYaBiioii:«reeTCTBEHHOCTbI0 «OpTO-KAMHMKan QuarHocTuke»
100 bid, LiteraA, A., Novayastr, Skolkovo, 143026, P®, MockoBckasi 061acTb. OAMHLOBCKMIA paiioH, aep. CKONKOBO,
Odintsovo district, Moscow region, 143026, Russia yn. Hosag, gom. 100, nut. A A

USRLE 1167746163276 / INN 7708282228 / KPP 503201001 OrPH 1167746163276 / HH 7708282228 / KIMM 503201001

Tel. +7 (499) 951 26 12 Ten. -7 (499) 951 26 12
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BAXHOE YBEAOMMNEHWNE O KOPPEKUWW MPOAYKTA
Heuntaemble WTpux-KoAabl Ansa UMmyHogmarHoctnyecknx npoaykros VITROS

YBaxaeMmblii Nnosib3oBaTenb,

Ortho Clinical Diagnostics 6blna ocBegomMneHa 06 ownbKax WTPUX-KOLOB KannubpaTopoOB HEKOTOPbIX
MMMyHOoAMarHocTuyeckmnx npoayktos VITROS*. laHHada npo6nema 3atparnBaeT TO/IbKO WTPUX-KOAbI

KanmépaTopoOB; Ha CBA3aHHble C HUMU peareHTy npo6iema He pacnpocTpaHsaeTcs.

MOMHbIA CNMCOK 3a TPOHY ThIX TECTOB YKasaH B NMPUIOXKEHNMN.

BBoaHasi HpopMaLus
HekoTopble aHaNM3bl BKAOYAOT B ceb6a KanmépaTopbl, KOTOPbIE Y)X€e FOTOBbl K UICNOMb30BaHUIO U UMEIOT
Ha pNakoHe WTpux-koa. Apyrne NocTaBAATCA B CyXOM Buae U TpebyloT pa3BefeHnss U He UMelT

WTPUX-KOA Ha hyiakoHe. Bce kannbpaTopbl MMeET 4ONOJIHUTE IbHbIE HAaKNelikKu CO WTPUX-Kogamu.

CyuwecTtByeT 2 cnocob6a npoBecTn KanmbpoBky Ha cucteme VITROS; npm noMolWmn pyyHOro

nporpammMmumnpoBaHunAa Ka}'ll/l6pOBKI/1 nnn aBTomMaTmMyeckKn npum nomMouwmnm wrTpmnx-Kkoga.

OnuncaHvie Npob6aembl

Kanub6patopbl ona UMMyHoaMnarHocTmyeckux npoayktos VITROS nmMetdoT WTPUX-KOAbI, KOTOpPble
cogepxaT INHENHbIW U UNpoBON KOAbI peareHToB. LincppoBoi kop peareHTa oTo6paxaeTcs

KOPPEKTHO, a NNHEeVHbIA cooepXNT ownbKY, KOTOPbIN AenaeT ero HeynTaemMmblM Ha cuctemax VITROS.
3Ta owmnbKa 3aTparnBaeT WTPUX-KOAbl Ha h/1akoHax M Ha AONONMTHUTENbHbIX Haknemnkax.

Mpu ncnonb3oBaHUN AeheKTHbIX WTPUX-koA0B cuctema VITROS He MOXeT 3anyCTUTb NpoLecc
KaniMbpoBKM 1 NpeaynpexaaeTt oneparopa.

Cuctema VITROS KoA OnuncaHue
COCTOAHUA
VITROS 3600 PzC-004 ADD data missing or incorrect - Data: %«d
VITROS 5600 PYI-033 Unable to find program. ID: %s. Tray %s, Cup %d
521-008 Unable to find a program for %s on TRAY %s position %s
VITROS ECI/ECIQ 521-002 or

Unable to process the sample on TRAY %s position %s
521-003
Heobxoanmble gencTems

e He ucnonb3oBaTb AedeKTHbIe WTPUX-KOAbI.
0 BpyuHylo nporpamMmMmupoBaTb KaNnnGpPOBKMU.
e TopTBepANTb NONydyeHUe AAHHOTO YBEAOM/IEHUS, 3aN0NIHUB U OTNpaBuB GopmMy

noaTBepxXaeHnsa He no3aHee 24 Masa 2018.
. CoxpaHuTe flaHHOe yBegOM/IeHNe.

e PacnpocTpaHuTe flaHHOe yBeOMJ/IEHWE, eC/IM Bbl pacnpocTpaHANM AaHHY MPOAYKLUIO TPeTbUM

nmnyam BHE 30HbI Haweli OTBETCTBEHHOCTM.

Ref. CL2018-094a Page 1of 2
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BAXHOE YBEAOMNEHWE O KOPPEKLUWIW MPOAYKTA
HeunTtaemble wWTpux-koabl Ana MmMmmyHogmnarHoctuyeckmx npoaykros VITROS

YBaxaemblii AUCTpuGbLIOTOP.

Ortho Clinical Diagnostics 6blna ocBegomM/ieHa 06 ownbkKkax WTPUX-KOLOB KaimbpatopoB HEKOTOPbIX
MMMyHOoaMarHocTnyeckux npoaykros VITROS*. laHHasa npo6saema 3aTparmBaeT TO/IbKO W TPUX-KOAbl

Ka]'ll/l6paT0pOB; Ha CBA3aHHbleé C HUMW peareHThbl np06nema He pacnpocTpaHAaeTCcA.

MoHbIA cNncok 3aTPOHYTbIX TECTOB yKa3aH B NPUNO>KEHNN.

OnucaHve Npob6sembl

Kanuépatopbl ona UMMyHoamarHoctnyeckux npoayktos VITROS nmMetoT WTPUX-KOAbI, KOTOpble
cogepxaT NUHeWHbI 1 LM POBON KOAblI peareHToB. LilnchpoBoi Kkopa peareHTa otobpaxaeTcs

KOPPEKTHO, a IMHEVHbLIA cOAEPXUT oW NOKY, KOTOPbI AenaeT ero HeyMTaemMmblM Ha cuctemax VITROS.
3Ta owmnbKa 3aTparnBaeT WTPUX-KOAbl Ha hrakoHax U Ha AOMNO/THUTENbHbIX Haknerkax.

Mpu ncnonb3oBaHNN AedeKTHbIX WTPpUX-KogoB cuctema VITROS He MoXeT 3aNycTuUTb npouecc

KanubpoBKM U NpepynpexapaeT onepartopa.

Heobxognmble aeiicTBums

. Pasownnte npunaraemoe NnMcbMoO BceM nosb3oBatenam Cuctem VITROS 3600, 5600 u/nnn
ECI!/EC10mnnn Bcem nonb3oBaTeNnsaM, KOTOPbIM NoOCTaBAs/ACA Aed eKTHbIi NPOAYKT.

e JonyckaeTcsi pacnpocTpaHeHue 3aTPOHYTbIX /IOTOB C NpejoCcTaB/eHWEM AaHHOW KOMMYHWKaLWuU
6yaoyLW UM KANEHTaM.

. 3anonHUTe N NpUWANUTe Nnpunaraemyto GopMmy NoATBepPXAeHUA He no3gHee 24 Masda 2018.
. MepenpaBbTe faHHOEe yBeAOMNeHNe, eC/iM Bbl MOCTaBMAANN AaHHbIN NPOAYKT TPETbUM NUuLaM BHe

30Hbl Halel OTBETCTBEHHOCTMU.

PelwweHune

MapKMpoBKa WTPUX-KOAOB AN BCeX TeKylWux n 6yaywimnx naptuii 6yaeTt cogepxatb
COOTBETCTBYHOLUWY MHPOpPMALMIO NO Ha3HavyeHUto. Noka Mbl He Mcyepnaem 3anachl, MMetoWwecs Ha
HaweM cknaje, CylecTByeT BEPOATHOCTb TOT0, 4To 6yAyuiMe NocTaBkM GyAyT UMeTb 3Ty Npo6remy
TONbKO AN 3aTPOHYTbIX IOTOB, NEPEUYNCNEHHbIX B MPUJTOXEHUN.

Contact Information
Ecnn y Bac ecTb f,ONO/IHUTEIbHbIE BOMNpPOCHLI, 06paTuTeCch B CNyX6y TexHuuyeckon nogaepxkm Ortho

Care™ no Homepy 8-800-555-01-81.

MpunoxeHunsa:
Customer Letter (Ref. CL2018-094a)
Crnu1CoK 3aTPOHYTbIX TECTOB

Ref. DL2018-094a Page 10of 1



HeuunTaemble WTPpUX-KoAbl ana mmyHoamarHoctudeckmx npoayktos VITROS

3aTpoHyThIi npoaykKT VITROS

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrator

VITROS Immunodiagnostics
Calibrator

VITROS Immunodiagnostics
Calibrators
VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrator

VITROS Immunodiagnostics
Calibrator

VITROS Immunodiagnostics
Combo Calibrator

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
proBNP Calibrators

VITROS Immunodiagnostics
IgG Calibrators

VITROS Immunodiagnostics
Calibrators

VITROS Immunodiagnostics
hCG Il Calibrators

Products AFP

Products Anti-HBe

Products HAVT

Products Anti-HBS

Products CEA

Products CK-MB

Products Cortisol

Products Folate

Products Free PSA

Products FSH

Products HBeAg

Products HBsAg ES

Products HIV

Products Intact PTH

Products LH

Products Myoglobin

Products NT-

Products Rubella

Products T3 Uptake

Products Total b-

Ref. CL2018-094_Affected Assays xUS

Kopg

1515154

1523984

6801462

1524693

1062306

1286293

1681543

1311075

6842847

1901263

1914498

6802132

6842780

6802893

1090133

6801043

6802157

8209074

1209733

6802221

3aTpPOHYThie N0ThI
(CpoK rogHocTwn)

1640 (January 29, 2019)

3680 (August 07, 2018)

4430 (October 31, 2018)
4440 (October 31, 2018)

3170 (November 02, 2018)

2550 (November 01, 2018)

2310 (January 10, 2019)
2320 (January 10, 2019)

1890 (February 13, 2019)

2501 (November 02, 2018)

0710 (February 14, 2019)

2490 (September 15, 2018)

2861 (September 06, 2018)

1380 (February 21, 2019)

0270 (November 10, 2018)
0285 (January 18, 2019)

0930 (November 26, 2018)

1590 (February 08, 2019)

1330 (March 07, 2019)

1850 (September 03, 2018)
1860 (September 17, 2018)

1870 (September 13, 2018)

2311 (October 31, 2018)

2095 (February 20, 2019)

1D

10758750006540

10758750009251

10758750001286

10758750006533

10758750008353

10758750008728

10758750009541

10758750008766

10758750013463

10758750000210

10758750000234

10758750006281

10758750031078

10758750006250

10758750008384

10758750001026

10758750002078

10758750004546

10758750008551

10758750002337
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Confirmation of Receipt- Response Required

Ortho Clinical Diagnostics

Important Product Correction Notification
Unreadable Calibrator Barcode Labels for VITROS Immunodiagnostic Products

Please return completed form by fax or scatt to PDF and email so that

e-\all

Sernd to  NaEha Vauova Address:  orttocare-ru@ortodinicaldagosticscaom

can complete our records no later than: 24-May-2018

Fax; [ e os12612

) | received the Important Product Correction Notification regarding a calibrator barcode error affecting some VITROS
Please Confirm  |mmunodiagnostic Products. The numeric (human readable) reagent code is correctly displayed: however, the linear
barcode contains an error that makes it unreadable by the VITROS System. This error affects barcodes on the
calibrator vials AND the extra set of barcode labels provided in the kit.

I understand that | must not use the calibrator barcode labels provided for affected lots and as a result, | must
manually program the calibration.

Yoursignature provides confirmation that you have received and understand this notification.

Your Name:

Phone Number:
Date:

Your Comments:

Your Name and Address
Verify your name and mailing address:

Please complete this section if any of this information has changed
Institution/
Contact Name:

Address:

City: State/Prov:
Phone: Fax:

e-Mail:

Communication ID: 2018-094

Signature:
Required If sent by
fax or a scanrted PDF

Zip/Postal Code:

Page 1 of 1
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Confirmation of Receipt - Response Required

Important Distributor Product Correction Notification

Ortho Clinical Diagnostics

Unreadable Calibrator Barcode Labels for VITROS Immunodlagnostic Products

Please retumn completed form by fax or scan to PDF and email so that we can complete our records no later than:  24-May-2018

e\Vail

Serdto; Naaha VaEuona Address:  orthocate"Corthodinicaldlagnosiicscom

Faxx  +7(A499)9512612

p ~ ! ’ | received the Important Distriutor Product Correction Notification regarding a calibrator barcode error affecting
Please Connrm viTROS immunodlagnostic Products. This error affects barcodes on the calibrator vials AND the extra set of

barcode labels provided in the kit.

I understand that | must send the enclosed letter to all current customers who were shipped a VITROS 3600, 5600
and/or ECI/ECIiQ System or to all customers who received any of the affected lots from my facility (now and in the

future).

Yoursignature provides confirmation that you have received and understand this notification.

Signature:
Required if sent by
Your Name: fex or e scanned PDF
Phone
Number:
Date:
Your Comments:

Your Name and Address
Verify your name and mailing address:

Please complete this section if any of this informetion has changed
Institution/
Contact Name:

Address:

City: State/Prov:
Phone: Fax:

e-Mail:

Communication ID: 2018-094

Zip/Postal Code:
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