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YBaxkaeMblii 10J1b30BaTe b,

JlarHoe yBemomiieHue nHGopmupyet o AByx ommoOkax B [0 RLX 3.1.0 u RLX 3.1.0-HF. O6e omu0Oxu
CXOXH TeM, YTO MPHUBOJAT K COCTOSHUIO OIMUOKH, TPeOyIoIIeMy Mepe3arpy3ku CUCTEMBI, U UMEIOT
BBICOKYO BEPOSITHOCTh BO3HHUKHOBEHHSI.

B YBCAOMIICHUN OOBACHSAIOTCS MMPUYUHBI 3TUX OIJ_II/I6OK, CIIoCco0BI UX O6Hapy)KeHI/ISI U OpeaoTBpaliCHUA.

33TDOHVTLIE INPOAVKTHBI

Bce cnenyromue cucremsl ¢ yeranosineHHbIM [10 RLX Bepcenit 3.1.0 u 3.1.0-HF:
= ]Ipeananuruueckas cuctema cobas p 512
= ]Ipeananurnueckas cuctema cobas p 612
* biok neHTpudyrupoanus cobas p 471

Onucanye CUTYAIIHH

IIporpammuas omudka 1: “122 3agaua <> He 3amymeHa”

[To nepBoit ommbKe Ha CeroIHAIIHUAN JIeHb 0TAeoM KadecTBa (PMQ) mpouzBouTes mojydyeHa oaHa
*kanoda. OmuOKy MOXKHO pacmo3HaTh IO cOOOIIeHHI0 00 omubKe 122. JTa ommbKa BOZHUKAST BCSIKUH
pa3, korma mporeccy disp0 OJHOBpEMEHHO OTHPABISAIOTCS JIBa COOOIIEHHMS 00 ommmoOKe/cTaTyce.
CyIecTBYIOT pa3InyHbIe CIIEHAPUH, B KOTOPBIX 3TO MOXKET MPOU30UTH, HAIPUMED, KOTJAa B CUCTEME
3aroJIHeH KOHTeHHep /Uil OTXO0/I0B.

[IpuunHa 3akmoyaeTcst B TOM, 9TO, KOTJa CUCTEMA OJHOBPEMEHHO OTIPABIISIET HECKOIBKO COOOIIeHUH
00 omubKax Jyis yAaJeHHON BBITPY3KH, CTpOKa OOBEIMHEHHBIX COOOINEHUN CTAHOBUTCS CIIHIIKOM
JUTMHHOM 11711 00pabOTKH, YTO ¥ IPUBOJUT K COOIO.

B cinyudae BO3HUKHOBEHUsI TPOOJIEMBI €€ MOXKHO YCTPaHUTh, Mepe3anycTuB cucteMy. Ecnu npobnema
BO3HHUKAET YacTO, PYHKIUS yAAJICHHON BBITPY3KH TUATHOCTUYECKHUX JTAHHBIX MOYKET OBITh OTKJIFOUEHA.

IIporpammuas omuoka 2: “901 rs485: Omudxa noak/oYeHus K motor_unit <0>”

[To BTOpOIf OmMOKe HA CETOMHAIIHUN IeHb oTeoM KadecTBa (PMQ) mpou3BouTe s IOJTyYCHBI JIBE
xKanmoObl. Bo BpeMsi 3arpy3km paboyero mwkiga OToOpa)kaeTcsi COOOIIEHHE O COCTOSHHUH,
rH(pOopMHEpYIOIIIEee O TOM, YTO HE YIAT0Ch YCTAaHOBUTH coeinHeHre ¢ motor unit 0. [locse 3o ommbku
YCTPOICTBO HEBO3MOYKHO HCIIOJIb30BaTh, U BOCCTAHOBJIEHUE PAOOTOCIIOCOOHOCTH BO3MOXKHO TOJIBLKO
II0CJIE IIEpe3arpy3Ku.

[Tocne mepesarrycka CHCTEMBI, HO JIO TTOJIHOM 3arpy3Kd padodero nukia, KOHPHUTYpaIys 1 HapaMeTph
DMS HenocTynHBL, TOCKOJBKY OHH 3aTrPy’Kal0TCs OJHOBPEMEHHO. DTO MPUBOUT K COOIO P OTIPaBKe
koMaH il B DMS (Hanpumep, Ipy OTKPBHITUU 3alIUTHBIX KPBIIIEK), B PE3YJIbTATe Yero He COeIMHEHUE
C 2JIEKTPOMOTOPOM HE YCTaHABIUBAETCS, YTO MIPUBOIUT K MOSIBJIIEHUIO COOOIIEeHUs 00 omuoKe.

Ommbka MOXeT ObITh MPEeAOTBpAllleHa, €CIU HEe OTKPbIBATh 3AIMTHBIE KPBIIKHU 10 WM BO BpeMs
3arpy3ku paboyero IuKJja Mmocjie nepe3anycka CUCTeMbl WM peopranu3anuu 0a3bl JaHHbIX.
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Kpartkas cBoaka

B crnenyromeii Tabnuie mpeacTaBiIeHbl CBOIHBIC JTaHHBIC U CPAaBHEHHE HamOoJee BaKHBIX aCIIEKTOB
JIBYX MPOTPAMMHBIX OIMTHOOK.

IMporpammuas ommoka 1 IIporpammuas ommnoka 2
3aTpoHyTbIe CHCTEMbI cobas p 512 cobas p 512
cobas p 612 cobas p 612
cobas p 471
Cooodmenne 06 ommoke 122 3apava <> He 3amylleHa 901 rs485: Omunbka NOIKIIOUEHUS K

motor_unit <0>

I[MpuunHa Bo3HUKHOBeHUs1 | OMHOBpeMeHHBIe cooOmeHus 00 ommbkax | Kordurypamms DMS He mocTymHa BO
(GYHKUMM yAaieHHOM BBITPY3KH, BpeMsl 3arpy3Kku pabovero uKIia
otmnpasisiemble mpoueccy disp0

BpemenHoe peuieHue 1. Tlepe3amycTtute cuctemy st M30eraiiTe OTKPBITUS 3aLIUTHBIX KPbILLIEK
YCTpaHEeHUS BOSHUKIIEH OITHOKH. JIO WIJTW BO BPEMSI 3arpy3KH pabodero mukia
2. Tlpu He0OXOIUMOCTH, OTKITIOYHNTE ToCIie Tepe3arpy3Ku CUCTEMBI HITH
(YHKIMIO yIATeHHOU BRITPY3KH peopraHm3anuy 0a3el TaHHBIX.

JUAarHOCTHYCCKUX TAaHHBIX.

Tabnuua 1: Tlporpammusie oumm6ku B 1O RLX Bepcwuit 3.1.0 u 3.1.0-HF

CreryeT OTMETHTB, UTO coobmmenus o0 ormmbkax “122 3agada <> e 3amymieHa” u “901 rs485: Ommbka
MOJIKJTIOUEHUS K motor _unit <0>" SBASFOTCS OOIUMU, TO €CTh OHU TaK)Ke MOTYT BO3HUKATh U B APYTUX
CIICHAPHSIX, OTIMYAIOIIIXCS OT OMUCAHHBIX B IAHHOM YBEJOMIICHUH.

IIpyuynHa BOSHUKHOBEHHUS MPO0JeMbl

= [Iporpammuasi omudka 1: “122 3agaua <> He 3amymeHa”
Omu6ka BbI3BaHa J1e(peKTOM B GYHKIIMU YJIAIEHHON BBIIPY3KU AUArHOCTUYECKUX JTaHHBIX.

® [Iporpammuas omudka 2: “901 rs485: Omubka noax/Ir04YeHust K motor_unit <0>”
OmmoOka BO3HHMKAET, KOTJa OTKPHIBACTCS 3allUTHAS KPBIIMIKA, B TO BpeMsl KaK KOHPUTYpauus u
napaMmeTpsl Iiat ymnpasieHus motopamu (DMS) 3arpyxeHbl He TOTHOCTBIO.

OueHKa pucKa

Puck s manueHToB OTCYTCTBYET, TaK KakK ()YHKIIMOHAJIBLHOCTh CUCTEM HE HapyIIaeTcs.
YacToTa BOSHUKHOBEHHS

Ha nanHbIii MOMEHT MMOATBEPIKICHO TPH K00l TI0JIb30BATENICH.

BeposiTHOCTHL 00HApY:KeHHS

O06e ommOKHU BBISBJISIFOTCS TI0 COCTOSTHUIO OIMUOKH, KOTOPOE BBIHYK/IA€T TOJb30BaTElNs BBIMOJHUTH
nepe3arpy3Ky CUCTEMBI.

Cepbe3HocTh mocaeACTBUH

Hukakne pe3ynbTaThl MAaIMEHTOB WM TAArHOCTUYECKAX TECTOB HE 3aTPAarMBArOTCS, M MEAUIIMHCKUI
PHUCK I MAIMEHTOB U TOJb30BaTesiell MOXKeT ObITh UCKIIOYeH. [103ToMy oIlleHKa OmacHOCTH JUIs
3I0pOBBS HE TpeOyeTcs.
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JlelicTBud, npeanpuanMaemMbie npoussoauteaeM (Roche Diagnostics, GmbH)

PazpabGoTtanbl 1 onrcanbl MEPHI IO BPEMEHHOMY 00XO/y JTaHHOM TPOOIEMBI.

Bremyiensr HoBBIe Bepcuu mporpamMmmHoro obdecreuenus s cucteM ¢ OC RLX Bepcunm 3.1.1 ¢
WCIIpaBJICHUEM JaHHOU MPOOIEMBI.

JelicTBud, npeanpuanMaemMbie komnanueii 000 “Pom Iluarmocruka Pyce”

Hanubmv YBenomienuem mo kadectBy OOO «Pom Jluarnoctuka Pyc» nHpopmupyer monp3oBareseit
3aTPOHYTHIX MPEaHATUTHYECKUX cUCTeM cobas p 512/612 u 61oka nentpudyrupoanus cobas p 471 o
BBIIBJICHHOW TIpo0JieMe, BPEMEHHBIX Mepax Mo ee 00Xomay W joctynmHoMm oOHoBieHmu 110 ¢
WCIIpaBJIEHUEM JaHHOH MPOOIEMBIL.

IIpencraButenn cepBUCHOM ciykObl Pomnr cBsXKyTCS € 3aTPOHYTBIMHM IOJIB30BATEISIMUA  JUISL
coryiacoBaHus U ycraHoBky HOBOM Bepcuu [10 3.1.1 ¢ ucnipaBieHneM qaHHON ITPOOIIEMEI.

JlelicTBHSI, KOTOPBIE JOJKHbI IPEeANPHHATH 3aKA3YHKH/T0Jb30BATEJIH

Ecnm na 3arponytom npubdope B Bameli naboparopun ucnoibiyeres [10 ¢ OC RLX Bepcewnii 3.1.0 uamn
3.1.0-HF:

= OOpatuTech K MpPEJICTaBUTENIO CepBUCHOU ciayxkObl Pom, 4roObl yGeauThesi, 4To (yHKIHS
YaJEHHOU BBITPY3KH JUArHOCTHYECKUX JAHHBIX OTKIIFOYEHA.

* U30eraiiTe OTKPBHITHS 3aIUTHBIX KPBIMEK O WA BO BpeMs 3arpy3Kd padoyero IuKjiIa Mmocie
nepesanycka CUCTEMBI UJIM pEOpraHu3aIiy 0a3bl TaHHBIX.

® B ciyyae BO3HUKHOBEHHS TPOOIIEMBI IIepe3aIyCTUTE CUCTEMY JUISI TPOIOJIKEHUS paOOTHI.

PacnpocTpaHeHHe HACTOSIIEI0 YBEIOMJIEHHSI 110 KAYeCTBY HA MeCcTax

Hacrosimee YBemomienue mo KauecTBy MpeaHa3HAYEHO /IS BCEX 3aMHTEPECOBAHHBIX JIHI] B Barmei
OpraHu3aly WIA JpYTUX OpraHu3anusx, KOTOpbIe MOIydaid JAaHHYIO MPOAYKIUIO.

HomanyﬁCTa, nepeulyinTe JaHHOC YBCIOMIICHUC APYTI'UM Oprt aHI/IBaI_II/ISIM/ JIMIiaM, KOTOPBIX OHA MOKCT
KacaThbCsl.

[IpuHocuM cBOM M3BHHEHMS 32 NPUUYUHEHHbBIE HEYI00CTBA, KOTOPHIE MOT'YT OBbITh CBSI3aHBI C JAHHOM
cuTyalmel, u HajieeMcs Ha Bare moHuMaH#e U MOIePKKY .
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KoHTaKTBI

B cnyuyae BO3HMKHOBEHUS BOIIPOCOB 00paTUTECh, OKATYyHCTa, B PErnoHAIbHBIN LIEHTpP MOAAEPKKI

MoJIb30Bareneit 1TabopaTopHOro 00opyT0BaHUS.
becmaraas muaust: 8 800 100-68-96

Bpewmst paboTtsr: moneaenpauK — mstHUIA ¢ 09:00 10 17:00 mo MockoBCKOMY BpeMeHH!

DJeKkTpoHHas moyra: russia.resc@roche.com

C yBaxxeHHEM,

PyxoBoauTesns rpyminsl mo mu(pOBEIM PEIICHUSIM U
aBTOMATH3AINH

Tenedon: +7 495 229-69-99

DneKTpoHHas rmoyTa: sergey.kisurin@roche.com

PykoBoiuTens MEAUITUHCKON TPYIIIBI

Tenedon: +7 495 229-69-99
OnexTpoHHas noyra: yaroslav.naikin@roche.com

VYBenomieHue no KauyecTBy 0547/1411/2025
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