2498238

MUHUCTEPCTBO 34paBoOXpaHeHuns
Poccuiickon depepaymn

®EJEPA/IbHAS C/TY>KBA MO HAZI30PY CyGbekTam obpatLeHuns n
B CPEPE 3/IPABOOXPAHEHVIS MeAULIMHCKNX W3Aennii
(POC3[IPABHAZ3OP)
PYKOBOANTE/Tb PYKOBOANTENAM

CnaBsHckaa nn. 4, ctp. 1, Mocksa, 109074

TenedoH: (495) 698 45 38; (495) 698 15 74 TEPPUTOPNA/TbHBIX

Cw www.roszdravnadzor.ru No<irg OpraHos Pocs,u,paBHa,qsopa
M. 1V. 1027 Ne
Ha Ne oT Me,ﬂII/IU'I/IHCKI/IM opraHmsauunsgam
I 0 6e30MacHoOCTY M
MeANLMHCKNX N3aenuii OpraHam ynpasneHus

34paBooXpaHeHreM Cy6beKTOB
Poccuiickon depepaymmn

PefepasibHan  cnykba Mo Hag3opy B cepe 34paBOOXPaHEHUSA B pamKax
MCMNOJTHEHNA TOCYAapCTBEHHOMW (DYHKLUMM MO MOHUTOPUHIY 6e30MacHOCTU MeAMLUHCKUX
N3aeNnii, HaxogALWmMXca B obpalleHn Ha TeppuTopumn Poccninckoil ®epepaumn, 4OBOAUT
[0 CBefleHns CcybbeKTOB obpalleHus MeaunuuHCKoro msgennsa nucbmo OOO «P-dapm
MNHTepHewHN», YNO/THOMOYEHHOI0 NMPeACcTaBUTeNA MPOU3BOAUTENA, O HOBbIX [JaHHbLIX MO
6e30macHOCTU Mpu MPUMEHEHUN MEAULMHCKOro u3gennsa «CeKBeHATop HYKIENHOBbIX
kncnot NextSeqTM 550Dx, MeTo4OM CeKBeHMPOBaHMA HOBOro nokosieHna (NGS)»,
perncTpaunoHHoe ygoctosepeHne ot 20.01.2021 Ne P3H 2021/13216, CpOK [AeiCTBUSA He
OrpaHnyeH.

B cnydae Heob6xo4MMOCTU MONyYeHUSA [ONOHUTENbHOM MHGopMaunmn obpauiatses
B OO0 «P-®apm WHTepHewHn» (123154, Poccua, r. Mocksa, yn. bepsapuHa, 4. 19,
Kopn. 1, aT. 1, nom. V, Komu. 9, Ten.: +7 (495) 956-79-37).

[NpunoxkeHue: Ha 16 Nn. B 1 3K3.

A.B. CamoinnoBa


http://www.roszdravnadzor.ru

P-®APM

NWHTEPHELUHI/
MPUNOXEHWE | K HUCbInY

OO6LLecTBO C OFrpaHNYeHHO 0TBETCTBEHHOCTbIO
«P-©OAPM VNHTEPHELLH/T» No 23300T2103,2022

123154, r. MockBa, yn. bep3apuHa, 4. 19, kopn. 1 o
Ten.-+7 (495) 956 7937, dhakc: +7 (495) 956 7938 Cy6bekTam oGpaLeHst MeANLNHCKIX 13aenuii ot
wwwj-pharm coT; e-mall: 1nfo@rpbatt m komnaHun OO0 «P-®apm IHTepHELIH» U KOMMNaHUK
OMNPH 1177746945243 <<|/|!'U'II-OMI/IH8., I/IHK.»

VHHXXMM 7734406215/773401001

YBaxkaemble Konnerun!

KomnaHua OOO «P-®apm NHTepHeLH» CBUAETENLCTBYET Bam CBOE MoYTeHUE U, ABNAACH
YNO/IHOMOYEHHbIM NpefcTaBuTenieM KomnaHun «WnmomuHa, WHK.» (Illumina, Inc.), obpalaet
Bawe BHUMaHWe Ha cnefylolWyl WHGOpMaUMO O 6e30MacHOCTM MEeAULMHCKOro U3aenus

«CekBeHaTOp HYKNeuMHoBbIX Kucnot NextSeq™ 550Dx. MeTOAOM CEKBEHMPOBAHMA HOBOIO

nokonenms (NGS)». PY Ne P3H 2021/13216 ot 20.01,2021 r. 3aperucTtpvpoBaHHON) Ha

Tepputopun PP co crnefyowmnm Ha3HayeHneMm:

CekBeHaTOp HYK/EWHOBbLIX KMCNOT NextSeqTM 550DX, MeToAOM CeKBeHWPOBAHWA HOBOIMO
nokoneHns (NGS) npegHa3HayeH AN CeKBeHMpoBaHUS 6mbamnotek AHK npu mcnonb3oBaHWM
HabopOB peareHTOB ANS AMANKOCTUKKM W Vitro. CeKBeHAaTOp HYK/MEMHOBBLIX KUCMOT NextSeq™
550DX mncnonb3yetcs ¢ Habopom peareHToB VB NextSeq™ 550Dx v2.5, 300 umknos (NextSeq™
550Dx High Output Reagent Kit v2.5 (300 cycles)) ons ceKBeHUPOBAHUA HYK/IEMHOBbLIX KUCMOT
NPy WUCMONb30BaHWM C 3aperucTPpUpOBaHHbLIMK M3JeNMaMKU, TakuMu Kak Habop Ang cosgaHus
«6MONNOTEKN» HYKNEUHOBbIX KucnoT UBL Truseq™ Custom Amplicon Kit Dx B BapuaHTax

NCNONTHEHNA N aHa/TUTUYECKUM MPOrpaMmMHbIM obecneyvyeHnem.

Komnanuga «UnnomuHa, WHK.>» (Illumina, Inc.) cBfA3biBaeTca C cybbekTamu o0b6paLleHuns
MeMLMHCKOro n3gennsa no nosogy 6esonacHoctn CekBeHaTtopa HYK/EMHOBbLIX KucnoT NextSeq™
550Dx, MeTofOM CceKBeHMpoBaHUSA HoBoro nokoneHusa (NGS) (panee cekBeHaTop NextSeq™
550DX). 3T0 yBefOM/IEHME COMAEPXUT KpaTKOe onucaHuWe Bonpoca 6e30macHOCTM WU AelCTBUIA,
KOTOpble NMAaHUPYeT MNpefnpuHATbL KomnaHua «UnniomuHa, WHK.» (Illumina, Inc.) coBmecTHO ¢

3aTPOHYTbLIMW MONIb30BATENAMN.



3aTPOHYTbIN NPOAYKT
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CekseHatop NextSeq™ 550Dx 00816270020125 20005715

CepuitHble Homepa nNpubopoB NextSeq550DX. KOTOpble Ha AeHb COCTaBMEHUS HACTOALLErO

nucbmMa B Poccuy nnaHuWpyloTcs Ans 3aMeHbl AeTany B CBS3U C KOPPEKTUPYIOLWUM AelicTBUEM

OTHOCUTENIbHO PUCKa KOPOTKOro 3aMblKaHUA;

NextSeqgD X550 NDX550281
NextSeqD X550 - NDX550476 ~
NextSegD X550 NDX550768

NextSeqD X550 NDX550843 —
NextSeqD X550 NDX550844

KpaTkasa nHhopmaumsa o 6e30nacHOCTH

KomnaHus «WnnwomuHa, MHk.» (lllumina. Inc.) BbiiBUIa cnyvas KOPOTKOr0 3amblKaHWA
BHYTpM Kopnyca cekBeHaTopa. KOpoTKoe 3aMblKaHWe MOXET BO3HWUKHYTb BCKOpE MOC/e 3aMeHbl
rnaBHoi nevatHoil nnatbl (MPCA) nnnm mogyns (hopMUpOBaHWUA M3006paXKeHUsi, YTO CBA3AHO C
HernoNHbM COefJMHEHNEM JIEHTOYHOIO Kabens Mexay ABYMSA KOMMOHeHTamu. ObpatuTe muy.”.uu.

4yTo cekBeHaTop NextSeq™ 550Da paspaboTaH C 3alWUTON OT KOPOTKOrO 3aMblKaHWA [N
3()(heKTMBHOI0 YMeHbLUEeHUs N60M yrpo3bl 6e30nacHOCTM orepaTopa, NO3TOMY KAUEHTbl MOryT

MPoA0/MKaTb PYTUHHYIO 3KCNyaTaluto npubopa.

OenctBna komnaHum «MnnommHa, MHK.» (lllumina, Inc.)

mnaHusa «MnnomuHa»  (lllumina) onpegenvna  OCHOBHYK MNPUYMHY  BO3HMKLLEN

NpN6AWbIN AN ee-yCTpaHEHUs yYeoBepLIeHCTaoBanafLWHCTPYralrocuTeHaTop6B, BbiMyCKaeMblX

C cepuitHb HoMepoM Bbiwe NDX550844. Ecnn ob6cnyxmnBaHne Baluero cekseHaTopa 3afjeincTByeT

KOMMOHEHT, I'IO,EI,K!'I}O‘-IeHHbIVI K JIEHTOYHOMY Kaben, Mbl BHEAPUM YyCOBEpPLUEHCTBOBaHKNE



KOHCTPYKUMN BO BPeEMA Cneayrouliero BU3UTA. COOTBeTCTByPOLLLI/Ie YMNO/THOMOYEHHbIE OpraHbl
yBelOM/IeHbI O BOSHUKHOBEHUW JaHHOM NPOo6IeMbl.
K HacTosweMmy niicbiviy npunaraeTcs:
1. WHGpopmaumoHHoe nucbMo KomnaHun «MnnomnHa, VHK.» (Illumina, Inc.) Ha aHrAMIACKOM
A3bIKeE.

2. TlepeBof WH(pOPMaLWOHHOIO nucbMa KomnaHum «UnntomunHa, MHK.» (lllumina, Inc.) Ha
PYCCKUIA A3bIK.

3. OtyeTHas (hopma KoppekTupylowme [eicTBMA, CBA3aHHble € 6e30nacHoCTbio. Cuctema
MOHUTOPUHIa MeauUUHCKMX n3genuii (MEDDEV 2.12/1 rev 7) Ha aHITMACKOM f3blKe.

4. TMepesog OT4yeTHOWN (hopmbl KoppekTupylowve LeAcTBUS, CBsizaHHble C 6e30MacHOCTbLIO.
CucTtema MOHUTOPUHIa MeAMUNHCKMX u3gennii (MEDDEV 2.12/1 rev 7) Ha pyCCKuii f3blK.

A.1O. CKpunkmH

NcnonHutens:
XXypasnes P.N. +7 905 519 42 49



Recall

Tuesday, February 15,2022

Quality Notification
URGENT FIELD SAFETY NOTICE

Dear Customer,

Illumina is contacting you regarding an issue affecting the NextSeq” 550Dx instrument This
notice outlines the issue summary, and the actions to be taken by Illumina and impacted

customers.

Table 1: Affected Product
Product /Device Name Number - ™ Catalog Number

NextSeq 550Dx Instrument 00816270020125 20005716

Issue Summary

Illumina has identified an issue that nrwy cause a short circuit inside the instrument enclosure.
This short circuit condition may occur shortly after replacement of the Main Printed Circuit
Assembly (MPCA) or Imaging Module, and is caused by an insufficient ribbon cable connection
between the two components. Please note the NextSeq 550Dx is designed to contain a short
circuit event to effectively mitigate any safety risk to the operator, therefore customers can
continue normal operation of the instrument.

Illumina Actions

Ilumina has identified the root cause of the issue and implemented a design improvement for
instruments manufactured with a serial number higher than NDX550844 to eliminate the Issue.
We will implement the design improvement during the next field visit ifyour instrument requires
a service involving a component connected to the ribbon cable. The appropriate Competent

Authorities have been notified of this issue.

Required Customer Actions
Illumina ask that you complete the attached FSN2022-1215 verrfication form to confirm receipt
of this notification and return the form to Technical Support at techsuDDort@illumina.com within

5 business days No additional action is required at this time.

Illumina greatly appreciates your continued confidence in our products and regrets any
inconvenience this may have caused.

Technical Support:
. Customer Care:
S SYECOM I :mnur:AMKL; custQmercareailllumlna.com

reserved All trademarks are the property» at Illumirta Inc or their respective owners. For

FSN2022 -12JS (M-AMR-00461)
Page 10of4


mailto:techsuDDort@illumina.com

Sincerely

60y h/fotkm ~
Ly
HE K

Gary Workman
VP, Global Quality Karen Gutekunst .
VP, Regulatory Affairs

Why You're Receiving Thie NotmcaUon

Arwr“Sattw "v2/rsiow N S”to infolrirwl? one of the appropriate contacts
eed tom fom ourcuslomefs of product changes, product obsoJescence.

or quality issues

notifications even ifyou have opted out of

i

receiving marketing material from iMiiinina n.

contact. For more Information. pleBu see W"4»rtete
Technical Support:
cQEi Customer Care:
FSN2022 1215 (M AMR-00461)
Page 2 of 4

J1379
10.04.2022



Verification Form

Dear Customer,

On February 15,2022, lllumina sent you an Urgent Field Safety Notice (FSN2022-1215)
regarding issue affecting the NextSeq™ 550Dx instrument.

Please complete the table below to confirm that you received the notice. We ask that you kindly
return the completed fonn to lllumina within 5 business days using one of the following methods;

< Scan the completed, signed form and email itto techsuppoft@illumina.com
t Fax to 858-736-8426, Attn: lllumina QA, <FSN2022-121 S> Notice

= Return to lllumina to the “Attention to" and address bekjw;
Attn: lllumina QA, <FSN2022-1215> Notice
5200 Illumina Way, San Diego, CA 92122

\% Veiffleafloh'Fofir

-l m mIVArtyS-v

NextSeq 550Dx Instrument

Ww raw atw n: :Vi.~x ' e n" AL ?
Print full name;

Print title of person completing form:

lconfirm receipt of FSN2022-1215 customer Yes D No O
communication and that 1read and understood

its content.

The information has been brought to the Yes O No O
attention of all relevant users.

Technical Support; Customer Care:
IMh custenwcarofllllumInflicpni
<0 7022 Illumine, Ini rights reserved. All iradcmarks_are erty of | lumma, Inc or their respective owners, for
- P4 O e yemini IR o e - Lo
FSN2022 -1 5 (W-AMR 00461)
Page 3 of 4

>1:

2022


mailto:techsuppoft@illumina.com

Comments

Not applicable O
».

| have ldentified customers that received or
. Yes D No O
may have received the product.
have attached customer list, or | have listed
. Yes D No O
the gjstomers below.
Thave received confirmation from all identified ®)
Yes No O

customers

| have informed the identified customers of this
recall.

Date

Signature of Person Completing Form
Date

Technical Support:

Customer Care;
£U5tg.mercareffl)iHumina.rnm

FSN2022 -121S (M-AMR-00461)
Page 4 of 4

For In Vitro Diagnostic Use. Not available Inall countries or regions.



Report Form

Field Safety Corrective Action

Medical Devices Vigilance System
[ % * (MEDDEV2.12/1 rev 7)

! cis”™ kY bise data. )
Version 27«n
2012-12-03

r/pilMftrativS IMMwrtldri
To which NCA(s) is this report being sent?
AT, BE,CH, OE, OK, ES, FI, Fa HU, 1& IT, LV, NL, NO, PL, PT,RO, St SaTR
Type ofreport ~~
I* Initial report
Follow-up report
Final report
Date of thisreport

2022-02-22
Reference number assigned by the manuhicturer

QI-000509
FSCA reference number assigned by NCA

Incidence reference number assigned by NCA

Name of the co-ordinating NCACompetent Authority (if appilcable)

[zinfbnnatlon®ohsulHnIfterofthereport

Status 0f submitter

A Manufacturer

e Authorised Representative within EEAand Switzerland
» Others; (identify the role)

Name

Itiumina, Inc.
Contact Nama

E. Joseph McMullen

Addreu

5200 lllumina Way

Postcode City
92122 San Diego
Phone Fax
619-251-2276

TAHMAK oo mCountry

Jmcmullenillumina.com US-USA






BHMiat Mfinfiitidn U

Clasf

" AIMD Active implants
r MOD Class Il
r MDDaassllb
rW DD Class tia
A MOD Class 1

Nomenclature system (preferable GMDN)

GMDN
Nomenclature text

Nucleic add sequence analyser IVD, NGS
Commercial name/ brand name / make
NextSeg~ SSODx

Model number

Serial number(s)

NOX550427 and below

Device MfrDate

Notifltd Body (NB) IO*numbe«r

Accossorios/usodited dovlets (Ifappliabla)

Softwartvanlon number (if applicable)

j —

rivo Annex «ListA

IVD Annex 1lList B
" iVD Devices for self-testing

i IVD General

Nomenclature code

61957

Catalosue number

20005715
Lot/batch number(s)

Expiry date

-Br

N379
>0.04.2022



Background bifoimation and reason for the PSCA

Background

The product impacted Is the NextSeq SSODx Instrument, which is an In vitro Diagnostic Medical device (IVD) Intended for
sequencing of DNA libraries. The NextSeq SSODx instrument Is to be used with specific registered, certified, or approved In vitro

diagnostic reagents and analytical software.

An IHumlna's Field Service Engineer (FSE) was at customer site to replace the Imaging Module (IM) component In a NextSeq 550
Dx instrument. After turning on the instrument, the FSE observed a short circuit on one of the cables ofthe Instrument (the FFC

cable (J10)). No harm or Injury occurred.

Reason for the FSCA

To Inform affected customers that lllumina has identifled an issue that may cause a short circuit Inside the bistrument enclosure.
A short circuit inside the Instrument enclosure can occur shortly after replacement of the Main Printed Circuit Assembly (MPCA)
Board or Imaging Module (IM) due to an Insufficient reconnection of the ribbon cable to the MPCA board during service. This
short circuit would only occur at the first Instrument start up following this insufficient connection condition existing or soon

after a service event.

Ifa short circuit event were to happen after a service event the NextSeq SSODx is designed with a protective measure risk
control of instrument Fire Enclosure' to contain a short circuit event. This protective measure contains any thermal event hazard
tied to the IM ribbon cable within the Instrument preventing a hazardous situation of exposure of an operator or the
surrounding property. This effectively mitigate any safety risk to the Lab Technlcian/Operator. Customers can continue normal

operation ofthe Instrument with no risk.

Additionally, ifa short circuit event were to occur during a Main Printed Circuit Assembly (MPCA) Board or Imaging Module (IM)
service event by an IHumIna's Field Service Engineer (FSE) of the instrument, the Instrument would be open at the time of failure
this removes this risk mitigation resulting In a hazardous situation where the FSE could be exposed to a shortcircuit condition. A
short condition occurs at first Instrument power up resulting In a small flame/sparks which is a self-extinguishing short. The fire"
enclosure of the instrument is not in place to insulate the FSE from the flame/sparks during service event, lllumina has provided
acorr~lve action below which would require FSE to replace Imaging Module and Main Board at the next service event where
the ribbon cable Isrequired to be disconnect/reconnected. Given this short circuit only occur during this type of service event,
the hazard to FSEwould be eliminated. As the instrument would be update with the new configuration, eliminating the short
condition at the time of ribbon cable service.

Description and JustMcatlofi of the action (corrective /preventive)

A Field Safety Notice (FSN) communication Is being distributed to all impacted customers in the affected countries.

lllumina has Identified the root cause of the Issue as insufficient connection ofthe ribbon cable to the MPCA board in the
instrument. This failure would only occur at the firstinstrument start up following this Insufficient connection or soon aftera
Main Printed Circuit Assembly (MPCA) Board or Imaging Module (IM) service event lllumina has Implemented a design
Improvement for instruments rrwinufactured with a serial number higher than NOX550844 to eliminate the Issue. Given that this
failure is limfted to occurring from service events of the Main Primed Circuit Assembly (MPCA) Board or imaging Module (IM) on

the sequencer.

Illumina will replace the Imaging Module and Main Board at next service for any NextSeqSSO Ox's instruments Where the
Ribbon Cable has previously been disconnected/reconnected'.

For NextSeqSSO Ox's Where Ribbon Cable has not previously been disconnected/reconnected’, lllumina will replace the Imagine
Module and Main Board at the next service event where the ribbon cable Is required to be disconnected/reconnected. !
This Is due to the failure being limited to occurring from service events of the Main Printed Circuit Assembly (MPCA) Board or
Imaging Module (IM)on the sequencer. This replacement plan would reduce the hazard to FSE because the new design would
eliminate the short circuit event.

Advice on actions to be taken by the distributor and the user

Illumina ask that the users complete the Field Safety Notice (FSN) verification form to confirm receipt of this notification and
return the form to Technical Support Customers will be Informed through the FSN that the Implementation ofdesign
IImprovement (le. new part(s) replacement) will be carried.

No additional action is required at this time by the end user. The strategy and approach leveraged on the fa« that short circuit
event has only occurred during or after service when the ribbon cable is disconnected/reconnected. It has not been observed
prior to a service which requires the FFC ribbon cable to be disconnected/reconnected. The short circuit Is contained within a
fire enclosure, where any possible flame Is self-extinguishing. In such event, the instrument would Immediately power down ant
CEJF?_W% ﬁgggj,%t-usm-u ntll-f_t-lrservlcet_:{ _byl_-llmlna?C1I'I1019|1I'||719|?1TanT_1VILIJT6 use th_e.T.r.!nstru.r.T.].ents aTtlri\jIRorr_na.lll-IUT"" 1?
rogress o CA, together with reconciliation data (Mandatary for a Final

2022



Thne idtedulc for the Implementation of the differentactions

An FSN that describes this Issue is being distributed to affected customers to ensure they are aware of the situation.
The replacement will be carried out as Identified above.

Attached please find FSN Status
@ Field Safety Notice (FSN) in English I Draft FSN
[*FSN in national language (+ Final FSN

QOthers (please specify)

Tho medical device has been distributed to the following countries:

within the EEAand Switzerland

E at E be O bg 0CH acy dcz E de E dk
OEE E k S fi S fr O gb O gr E hu SIE

O is Err O O It O lu S 1v Omt SNL
E nd EPL E pt ERO E se O si ESK S tr

Candidate Countries
O hr
A |l EEA, candidate countries and Switzerland

Others:
Australia, Chile, China, Russia, Saudi Arabia, Singapore, South Africa. South Korea, United Arab Emirates, United Kingdom, United
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Recall
15 peBpana 2022 r.

Y BefomeHue oTaena obecrneveHnst KayecTsa

CPOYHOE YBEAOMNEHWE MO BE3OINMACHOCTW

YBayKaeMblil KINEHT,

KomnaHuna «WnnomuHa, WHk.» (Illumina, Inc.) cBasbiBaeTca € cybbektamy obpaiieHus
MeLULMHCKOTO mn3fennsa no nosogy 6e3onacHocTM CekBeHaTopa HYK/IEMHOBLIX KUCNOT
NextSeq™ 550Dx, MeTofOM CEKBeHWpPOBaHMA HOBOro nokoneHus (NGS) (panee cekseHaTop
NextSeq™ 550Dx). 310 yBeLOM/IEHNE COLEPXKUT KpaTKoe onucaHme Bonpoca 6e30nacHOCTU U
[encTBUin, KoTopble NAaHWpyeT npegnpuHATb KomnaHua «WnnomuHa, WHK.» (Illumina, Inc.)
COBMECTHO C 3aTPOHYTbIMW NONb30BATENAMM.

Tabnuua 1: 3aTPOHYTbI NPOAYKT

Van.mMcMm1(L :nLwue DI-iioMcp Momep Mo karanwn
npogyktaJinnennu (Imc1112)omkal111() 1111kl

AlaMC])
CekseHartop NextSeq™ 550Dx 00816270020125 20005715

KpaTkas nHgopmauma no 6esonacHocTun

KomnaHusa «MnnomuHa, MHK.» (Illumina, Inc.) BbisiBUna cnyyvaii KOPOTKOro 3aMblKaHUs BHYTPU
Kopryca cekBeHaTopa. KOpoTKoe 3aMblkaH1e MOXET BO3HUKHYTb BCKOPE Moc/e 3aMeHbl [NaBHOM
neyatHoi nnatbl (MPCA) nnm mogyns GopmMnupoBaHns N300paXKeHMst, YTO CBA3AHO C HEMOJHbIM
COeAMHEHMEM JIEHTOYHOro Kabens mMexay AByMS KOMMOHeHTamMu. O6paTuTe BHMMaHWe, 4TO
cekBeHaTop NextSeq™ 550Dx pas3paboTaH C 3aWMTOM OT KOPOTKOrO 3amblKaHus Ans
3 (heKTUBHOIO YMEHbLUEHMNS 060N yrpo3bl 6e30NacHOCTU onepaTopa, N03TOMY K/WEHTbl MOryT
MPOLO/MKaTb PYTUHHYHO 3KCNyaTauuio npmuobopa.

OenctBna komnaHun «<MnnromuHax» (Illumina)

KomnaHua «nntomuHa» (lllumina) onpegenvna 0OCHOBHYH MPUUYUHY BO3HUKLLUEN NPOBGIEMbl 1
ONA ee yCTpaHeHWs YCOBepLUeHCTBOBana KOHCTPYKLUMIO CEKBEHATOPOB, BbIMYCKAEMbIX C
cepuiiHbiM HoMepoMm BbiLeKO X550844. Ecnn o6cnyxmnsaHve Baluero cekseHaTopa 3af4eincTByeT
KOMMOHEHT, MOAK/OYEHHbIA K NIEHTOYHOMY Kabento, Mbl BHeLpPUM YCOBEpPLUEHCTBOBaHME
KOHCTPYKLUUN BO BpeMsA cregytowero smsmta. COOTBETCTBYIOLME YMOHOMOYEHHbIE OpraHbl
yBeZlOM/IEHbI O BOSHUKHOBEHUWN JaHHOW NPo6siembl.

LeicTtBUA KnneHTa
KomnaHus «nnomuHa» (lllumina) npocut Bac 3anofHUThL npunaraemyto ¢opmy MnpoBepKu

FSN2022-1215, 4T06bl MOATBEPAUTL MOMYYEHUE 3TOr0 YBEAOMEHUS, M OTNPaBMTbL (opmy B

MMk C.xI'w iHipafiiiic ¢ K.iMriiiiiMii:
e pMiii<r iliuminuoom customncaie"}Wumina.com

* 2022 W)wTnn. liic, Ucc 3rpar «'unwtcmbl. Hwe riWipuHt "uwbsn ABNHIOKA COBCTHCUUCY a»» | UMK <X COOWCUTHYLWNIWLIY TUANCUNKIN
mlUVicti.n. xunK(Kth«H 1 [HANN.tmi U 10 K4 HTY )k LIY.-THIC Ww™* iHimmiatwit cemPMV kialbtml

'SN'02: <120 (M-JTIM«-<MLI(! 1
Crpautina 1m 4

[na pnainocluku in vilro. Joc'rn'nno sie so BCUY cTpaHax v perntonax 31379
H0.04.2022
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CNY>X6Y TEXHUYECKON nofaep>Xku no agpecy techsupport@illumina.com B TeyeHue 5 paboumx
[IHEN, N HaACTOosLLEee BPEMS HUKAKMX JONOHUTENbHbIX AeACTBUIA He TpebyeTcs.

KomnaHnusa «WnnomuHa» (lllumina) BbICOKO LeHUT Balle HeusmeHHOe [oOBepue K Hallei
MPOAYKUNW 1 COXaneeT 0 N06bIX BbI3BaHHbLIX HeYA06CTBaX.

C yBaxeHuem,

3pn BopkmaH Wm.u KapeH [
['yTekaHCT o

(Gary
Workman) i (Karen

Gutekiinst) 20i1132. 07308
M3pn BopkmaH (Gary Kapen FyTeKaHcT
Workman)

Buue-npesngeHT, 0TAe1 HOPMATUBHO-
BULE-MIPESUACHT, NpaBoBOro peryMpoBaHus
oTaen
MEX/YHapOLHOr0

KOHTPO/1A KayecTBa

Mouemy Bbl Nonyunnn gaHHOe yBeOM/IEHE

‘I oTtnpaBuan Bl 3TO yBeAOM/IEHMEe, MOCKOMbKY Hawiu Awilble y A w ™, y10 Bbl
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[na gpantoctuky in siiro. JocTVIHK; MC %0 BCex vipauiiX v POMKMULLX.
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Hlumma'

HaM Heo6x04amMm0 MHOPMMPOBATb HaLMX K/TMEHTOB 06 M3MEHEHUSIX BAAYKTOB, YCTapeBmnLLX
npoayKTax unm npo6nema” ¢ Ka4eCTBOM.

B,cBA3M c aTamM 06paTnTe BHMMaHWe, YTO laHHbIe YBeJOM/IEHUS HE ABMAK TN peM a
coaep”N BIOKHYI0 MH(opmalaa O Halwux NnpogykTax. Takum o6piiom. Bbl MoXeTe
NoNyyYnTb 3TV YBEAOMJIEHUS, JaXKe B C/lydae 0TKasa 0T PeK/IaMHOM paccbl/IK KOMMNaHWn
*1<MwinomuHa» (niumina). Ecnuv Bbl He iBNsieTeChb LLpeAc nTesleM KOMMaHWUW, NOAXOASAMNLLLM
NS N0NyYeHUA AaHHbIX YBELOMJ/IEHUIA, 0TNPaBbTe 3/1IEMPOHHOC L, CLU 0 N0 ajpecy
“cuatomemotifications(“Uumina.com, rge 6yaeT yKasaHO COOTBETCTBYHOLL,E KOHTaKTHOe S*
nnuo. Ans nonyyeHus 4ONOAHMUTENbHOM MHGpOpMaLUnaoan”omMmbTe”NC Halllel |_|OI{IVITVIKOI7I

BhBAaeBganHoCLW .
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Ona T.LLE nacliku w Wiro. nyuniiiio He BO iseev apanax v permoHax.



