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Pyccranin
HasHauere

Habop KoHTpONbHbIX Marepuanos PreciControl Anti-SARS-CoV-2 S
I'IPeAHaSHa'-I_eH 1 KOHTPONA KauecTBa UMMyHOTECTa

Elecsys Anti-SARS-CoV-2 S Ha IMMYHOXVMIYECKIX aHaM3aTopax
cobas e

TeopemHeckoe 060CHOBaHIe

KorTponbHbie Marepuarbl PreciControl Anti-SARS-CoV-2 S npeacrasasior
COBOM rOTOBYHO K MPUMEHEHMIO KOHTPOMbHYHO CbIBOPOTKY HA OCHOBE
CbIBOPOTKY KPOBY YenoBeKa. KOHTPOMbHbIE MaTepuarbl UCONb3yIoTes Ans
MOHUTOPUHIa TOYHOCT MMMYHOTeCTa Elecsys Anti-SARS-CoV-2°S.

PeareHTbl— pabouve pactBopb!
B PCACOV2S1:2 (hnakoHa, B kaxaoM 1.0 M1 KOHTPOALHOrO Marepuana

Ha OCHOBE CbIBOPOTKIA KDOBY YeNOBEKa, HEPEAKTMBHOM N0 aHTUTENaM K
SARS-CoV-2; TPUC“>0ythep; KOHCepBaHT.

m PC ACOV2S2; 2 thnaxoHa, B Kaxgom 1.0 M1 KOHTPOALHOTO MaTepuana
Ha 0CHOBE cuaogomm KPOBY YENOBEKa, PEaKTUBHOI M0 aHTUTENaM K
SARS-CoV-2; TPUC-6y(ep; KOHCepBaHT.

MpvmeyaHue: aHanmsaropsl cobas e B2 cobas e 801 KOHTPOMbHbIIA

Marepuan 6yper obpabdarbiBarbcsl aHa3aTopOM aBTOMATUYECKY.

[Jipyrve aHanu3atopsl; KOHTPOMbHbIE MaTEpUabl He CHAOKEHI 3TUKETKaMM

CO LUTPUXKOZOM W 1O3TOMY JOMKHbI 06PabaTbiBaTbCs KaK BHELLHME

KOHTPONbHbIE MaTepuansl. Bce 3HaueHns 1 avanasoHsl Tpebyetcs BBOAUTH

Bpy4Hyto. O3HaKoMbTeCh C pasgenoM «KoHTporb kavectsa (KK)» B

Pékosogcme oneparopa Wi NHTepaKTBHOM NOMOLLY B NPOrPaMMHOM

obecneyeHu npubopa.

KOHTponbHble Marepuanbl 6e3 LTPUXKOJA: B aHaIM3aTop MOXHO BBECTH

TOMbKO OfiHO LieneBoe 3HaueHue 1 AvarnasoH ANA Kaxporo YposHs

KOHTPO/IbHOTO Marepuana. Lienesble 3HaueHUA Ang KOHKPETHOO foTa

pearenta HeoBxofMMO BBOAWTH MOBTOPHO Kavblii pas, Korja

MCMonb3yeTca AaHHbIM 10T pearexta ¢ pasHbIMUA LIENEBLIMIA 3HAYEHUAMM 1

[Mana3oHamm i KOHTPONbHOTO Marepuana. [1pa n0ta peareHtos ¢

Pa3HbIMI LENEBbIMY 3HAUEHIAMIA U JanasoHaMu AN KOHTPO/LHOTO

Matepuaa He MoryT UCno/b30BarhCA 0HOBPEMEHHO B OfHOA MOCTaHOBKE.

TOYHbIE LiENeBbIe 3HAYEHNA W Anana3oHbl 41 KOHKPETHOIO 107a Yka3aHb!
B E/Mn BO BAOXEHHOM (i1 JOCTYNHOM B 3EKTPOHHOM BigE) naciiopte
3HaUeHwi, NpunaraeMom K Kaccere ¢ peareHTamu uni Haoopy
KOHTPObHbIX Marepuanos PreciControl.

YbeguTecs, Yto UCMONb3YHOTCH MPaBUIbHbIE 3HAYEHNS.

Anammsarops! cobas e 602 1 cobas e 801: T04Hble LiefeBble 3HaueHNs 1
[nanasoHbl ykasaHb! B E/M v JOCTYMHbI KaK B BIE 3NEKTPOHHOTO
LITPUXKOZA, TEll_K kM B BYZE Nacnopra 3HaueHwi, MpegocTaBsemoro

Yyepes ink.

Obpamte BHAMaHve: Macnopra 3HaueHwit 4na aHanusatopa cobas e 8L
[OCTYMHbI TONbKO B 3MEKTPOHHOM BiAge yepe3 cobas link.

a) TPUC = Tpuc(rmapokcnmeTun)aMmmHoMeTaH

Llenesble 3Ha4eHNA 1 JyianasoHsl

LieneBble 3HaueHus 1 Auana3soHbl ONpesensmuch 1 OLEHMBAINCh
Komnatwei Roche. 3T faHHbIe Gl MOAYYEHbI C UCTIONB30BAHNEM
pearenTos Tecra Elecsys Anti-SARS-CoV-2 S 1 aHanM3aropoB, UMEBLUKXCA
B H/MUMN HA MOMEHT NPOBELEHNUS UCCNEL0BaHIA.

Axanu3aropbl cobas e 82 1 cobas e 801: 06HOBEHHbIE LieNeBble
3HA4YEHNA ¥ ManasoHbl JOCTYMHbI KAK B ANEKTPOHHOM LUTPUXKOAE, TaK 11 B
BULE NACTopTa 3HaYeH, NPELocTaBnseMoro yepes cobas link.

[Jipyrvie aHanm3atopbl: KOHTPOMbHbIE 3HAYEHS 1 AvanasoHbl He0bXo4MO
BBOAVTb Bpy4Hyto. bonee n06p06|-|aﬂ VHopMaLMA NpvBegeHa B
COOTBETCTBYIOLIEM pasgene PYKoBOACTBA Oneparopa.

Ecnu LeneBble 3HaueHws 11 JuanasoHbl KOHTPOAA KauecTa 06HOBNAIOTCS,
[laHHaA MH(QOpMaLVs NepefaeTcs Yepes LWTPUXKOb! PeareHToB uin
KOHTPO/IbHbIX MaTEpUanos (7160 NPEJOCTABNAETCH B NEKTDOHHOM BUAE), a
TaKKe B BIYE JONONHUTENLHOTO NAcropTa 3HaYeHyi, Npunaraemoro K
KacceTe C peareHramu. B aToM nacnopre 3HaueHuit yka3aHb! BCe NoTbl
KOHTPOMbHbIX MATEPUAIOB, K KOTOPbIM MPUMEHVMbI HOBbIE 3HAUeHIA. Ecii
HEKOTOPbIE 13 3TIX 3HAYEHWIA HE MEHSIOTCH, OPUTMHAbHbIE 3HAUEHI],
nepegasaemble yepes CBC (LUTPXKO KOHTPONbHOTO Marepuana; Control
Barcode), a rarxe yka3aHHbIe B NacropTe 3HaueHuid, BKIOYEHHOM B Habop
KOHTPO/IbHbIX MATEDUAN0B (W11 NPELOCTABAAEMOM B INEKTPOHHOM BiAE),
0CTaloTCA JENCTBUTENHBIMA.
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|_|0ﬂy'-IeHHbIe BE/MYIHBI OMXHbI HaX0AUTHCA B ONPELENEHHBIX
Juana3soHax. Ecim CyL,eCcTBYET TEHAEHLUMA K 3aHWKEHNIO UK 3aBbILLEHNI0
pe3ynbTaros, nobble [Pyrne OTKNOHEHUA 3a Npeaenbl A0MyCTUMbIX
3Ha4eHun, cnefyet NpoBepuTb BCE 3Tarbl aHanm3a.

M HEOBGXOAUMOCTY U3MEPEHNS aHATM3UPYEMBIX 06Pa3LOB BuioMaTepuana
nawueHTa Cneayert NosTopuTs.

Kaxgas naboparopus fomkHa BblpaboTaTb npasuna, No3sonstoLme
MPUHATH KOPPEKTUPYHOLLME MEpbI B CNyyae, eCii 3HaYeHUs BLIXOZAT 3a
YCTaHOBMEHHbIE NPeaentl.

MEpbI MPENOCTOPOXHOCTM 1 NPENyNPEXEHS
Tonbko Ang in vitro auarHocTuKi,
Cobntogaiite 0bbIYHbIE MEPbI NPEAOCTOPOXHOCTH, HEOOXOAVMbIE MpK
aboTe CO BCEMM 1abOPaTOPHBIMU peareHTamy.
TUNN3ALMA BCEX OTXOJ0B JOMKHA OCYLLECTBAATLCA B COOTBETCTBUN C
MECTHBIMIA MpaBunamm,
Macnopt 6e30MacHoCTA NPEAOCTaBAAETCA NPOHECCHOHANBHOMY
noNb30BaTENHO MO 3anpocy.

70T HaBOP COLEPXKUT KOMMOHEHTHI, Knaccm%mump eMble CredylLLum
06pa3om B cooTBeTCTBUM ¢ Pernamentom (EC) No 1272/2008;

Mpegynpexaexue
H317 MoxeT BbI3bIBaTL aNEPrUYECKYH0 PEAKLMIO KOXM.
Mepb! MpefoCTopOXHOCTY;

P261 CrapaifTecb He BapixaTb NMbinb /gbiM /1a3 /TymaH /naps /
a3po3onm.

p272 3arpAisHeHHyto pabouyio OLexay He cnefyeT BbIHOCUTH 3a
npegenbl paboyero Mecra.

P280 Hocure 3aLLuTHble nepyarky.

OrBeTHbIE AEICTBS:

P333 + P313 [pu NOSBAEHIM pasgpaxkeHns Ko i cbink; O6pamutecs
33 MELVLMHCKOIT KOHCYbTaLeli / NOMOLLbHO.

P362 + P364 CHumMuTe 3arpAsHEHHYI0 OAEXY U MOCTUpaitTe ee nepeq
CNeqyloLLUM UCTIONb30BAHKEM.

Mepb! MPEAOCTOPOXHOCTY M1 YTWI3ALIAL;

P501 YTUInanpoBaTb Copepxmmoe/KoHTelHep Ha

COOTBETCTBYIOLLEM 3aBOJE M0 YTUIN3aLIUU OTXOZ0B.
E\;/Iﬁgkmposka 0 6e30nacHOCTM NPOAYKTa COOTBETCTBYET PyKOBOACTBY EU

KoHTakTHblii TenedioH 4ns BCex crpaH: +49-621-7590

Bce marepuanbl YenoBeYECKoro MpONCXOXAEHNA JOMKHbI
paccmarpuBarbCs kak NoTeHLManbHO MHANLMPOBaHHbIE, Bee marepuansl,
MONYYEHHbIE 13 KPOBI YeNOBEKA, U3TOTOBMEHbI MCKMIOUUTENLHO U3 KPOB
[I0HOPOB, TECTUPOBAHHBIX B UHANBIALYAILHOM MOPALKE, Y KOTOPbIX HE Bbiik
06HaYXeHbI NOBEPXHOCTHbIN aHTUTEH BUpyca renaruTa B (HBSAg),
aHTuTena K supycy renatuta C 1 k BY. Metogl TecvpoBanms,
ucnonb3yemble 415 NPOBEAeHUs aHanu3a, Obiv 0406peHbl YNpaseHnem
CLUA no KOHTPOMO 3 MWLLIEBBIMY NPOJYKTAMIA 1 IEKAPCTBEHHbBIMMI
npenaparamin (FDA) v yTO4HEHb! B COOTBETCTBUN C [IMPEKTABOI

EC 98/79/EC, Npunoxenne 11, Crivook A.

Conepxaluan aHtn-3AM3-Co\/-2 aHtuTeNa CLIBOPOTKA KPOBM,
MCnoNb30BaHHAA AN MPUTOTOBAEHIA KOHTPONLHOTO MaTepuana
NONOKMUTENLHOTO XEOBHFI, BblNa MHAKTVBMPOBAHA HarpeBaHveM B TeyeHe
30 muHyT npu 56 °C.

TeM He MeHee, MOCKOMIbKY HA OfUH 113 METO0B UCCNE0BAHIA He
N03BONAET MONHOCTBIO UCKMIOYNTH PUCK MHDUUMPOBAHNSA, 06paLL{aTCS C
Matepuanamin CnefyeT Tak e akkypaTHo, Kak 1 ¢ 06pasLiom
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buomarepuana nauvenTa. B cnyyae KOHTakTa ¢ UCTOYHMKOM BO3MOXHOTO
VH(MLMPOBAHUA HEOBXOAMMO CrefioBaTb YKa3aHUAM COOTBETCTBYIOLLMX
0praHOB 3paB0ooXpaHeHus.’ 2

Henb3s MCMoNb30BaTh KOHTPONbHbIE MaTEpHabl NOCNE OKOHYAHIA
YKa3aHHOTO CPOKa rOAHOCTI.

Cnepyet uberatb 06pasoBaHAs NeHbl 41st NK0GbIX TUMOB PEAreHToB 1
06pa3LoB (06pasLibl, kannbpatops! 1 KOHTPONLHbIE MaTepuansl).
[MpurotorneHvie pabo4ero pacteopa

KOHTpONbHbIE MaTepuaibl MOCTABAAKOTC FOTOBBIMI K NPUMEHEHNIO BO
(hnaKoHax, COBMECTUMbIX C CUCTEMON. KOHTPONbHbIE MaTepuansl cnegyet
0CTaBNATb Ha BOPTY @aHAMM3aTOPA TONLKO Ha BPEMS BbINOTHEHNA
npoLeypbl KOHTPONS KauecTsa. Mocne 1CMonb30BaHNs (NakoHbl cnefyer
HEMEJIEHHO 3aKPbITb 1 XPaHUTb B BEPTUKANLHOM MONOXEHNA MK
Temneparype 2-8 °C.

Mpy M3MEpEHMM KOHTPOALHOTO MaTepuana 6e3 mgmx-xo,qa ncnonb3yite
TONKO PEKOMEH0BaHHbIe Mpo6IpKM Ang coopa 06Pa3LioB, BIOPHUHbIE
MPOGUPKY, YCTAHOBAEHHBIE Ha MEPBIYHOI NPOBUPKE, W MPOGUPKY B
LUTaTMBE.

Obparute BHUMaHuE: Ha 3TMKETKM (NakoHOB ¥ Ha AONOAHUTENbHbIE
3TUKETKM (ECNM OHIN MMEKOTCH) HAHECEH LUTPUXKOS TONbKO st
aHanm3aropos cobas e 602 v cobas e 801. MomectuTe dnakoH B
aHanm3arop kax 06bl4H.

XpaHeHve 1 CTabubHOCTb
Xpanuts npu 2-8 “C.
CrabunbHOCTb KOHTPONbHOIA ChIBOPOTKY:

B HEBCKpbITOM Buge npu 2-8 °C [10 0KoHYaHwA YKa3aHHOro cpoka
TOAHOCTH

7 [Heit

21 ieHb(RonycKaeTcs T0MbKO
OfHOKpaTHOE 3aMOpaXuBaHue)
[0 4 yacos

rocne BCkpbitua npu 2-8 °C

nocne Bekpbita npu -20 °C
(£5»C)

Ha 60Ty aHaMM3aTopoB npu
20:25“C

XpaHVITe KOHTPO/NbHbIE MaTepianbl B BEPTUKaLHOM MOMOKEHWI BO
n3bexatue nonafaHna pacteopa Ha BHYTDEHHIOK NOBEPXHOCTb KPbILLKN.

CocraB Habopa
= PreciControl Anti-SARS-CoV-2 S
HeobxomuMble Marepmrarb! (He BXOAAT B Habop)

[ ] MMMyHOXMMI/I'-{BCKVIB aHann3aropbl cobas e VITeN-crIeLlM(bVNHbIe
PeareHtbl

[ins 6onee NOAPOGHOI MHBOPMALIY KACaTENbHO AONOMHUTENbHbIX
Heo6X0AMMbIX MaTepinancs 0BPALLIANTECh K COOTBETCTBYIOLLAM
WHCTPYKLSIM 1O MPUMEHEHINIO TECTOB U PYKOBOACTBY M0Mb30BATENS Ha
aHanu3arop.

AHanm3

C KOHTPOMbHBIMY CbIBOPOTKAMI B COBMECTUMBIX C CUCTEMOI (I1aKOHax O
LUTPMX-KOZAMM CNegyeT 06paLLaThCA TakuM e 06pasoM, Kak ¢ obpasLamu
bromarepuana nauuenta.

LieneBble 3HaueH1s 1 Juana3oHbl He06X0ZMMO BBOAUTL BPYYHYIO (38
UCKNIOYEH1eM aHanm3atopos cobas e 602 1 cobas e 801). bonee
nogpobHas MHhopMaLus NpuBedeHa B COOTBETCTBYIOLLEM pasgene
PykoBOZCTBA Oreparopa.

[lo Hauana npoBeLeHns U3MEPEHUil yoeauTech BTOM, YTO Temneparypa
KOHTPO/IbHbIX Marepuanos cootsetciayer 20-25 °C.

KOHTPOAbHbIE MaTEpUanbl JOMKHbI MCMONb30BATLCS EXEHEBHO
napannenbHo ¢ 06pasLami briomarepuana nauyeHTa AN Kaxzoi HoBoii
KaCCETbl PEAreHTOB, a TakKe KaXblii pas Nocne BbINONHEHNS KanOpoBKY.
KOHTpOAbHbIE VHTEPBaNLI 1 NPEAENbI AOMKHbI ObITb 3aNTAPOBaHbI B
COOTBETCTBIAW C MHAMBHYaNbHbIM TPEBOBAHUAMN KXW Naboparopui.

Cobntopaiire Bee felicTBytolLe (eaepanbHble 1 MECTHble HOPMATUBHbIE

aKTbl, KACAIOLLYECH BOMPOCOB KOHTPOMA KaYecTsa.

CnpaBouHast vHGopMaLMS

1 Occ%pa6ona! Safety and Health Standards: Bloodhorne pathogens.
(29 CFR Part 1910:1030). Fed. Register.

2/2

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

S-CoV-2 S

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

[Linst 6onee noapo6Hoii MHdopMaLwm obpawaiitect K PykoBOACTBY
oneparopa COOTBETCTBYIOLMX @HAMM3ATOPOB 1 MHCTYKLMAM N0
I'ngMEHeHVIIO KO BCEM HEOOXOZVMbIM KOMTMOHEHTaM, CnoNb3yeMbIM B
pabore.

TouKa B JaHHOIA MHCTRYKLMM BCETfa UCTOb3yeTcst AN pasieneHus
[ECATHYHBIX PA3PALOB, UTOGbI OTMETTL TPAHILLY MEXAY LeNbIMM 1
[IPOGHBIMM YaCTIMY JECSTUUHOTO UnCha. PasienuTen Ing rpynn paspsios
HE MCTOMb3YI0TCA.

CymMBOIbI

B IONONHEHWUE K NepeuncieHHbIM B craHgapre 1S 0 152231, Roche
Diagnostics npuMeHsieT ceayolive cuMBONbI 1 3HakK (anst CLLA: cw.
dialog.roche.com 4ns onpejeneHina ucnonb3yembix CUMBONOB):

©)

ICONTENT | Cocras Habopa

ISYSTEM] Aanu3aropbl/Tlpubopsl, 415 KOTOPbIX NpeLHasHaueH
[laHHbI Habop peareHToB

IREAGENT | PeareHt

1CALIBRATOR|1  Kambparop

________ > 06beMm nocne BOCCTAHOBAEHNS WM CMELLMBAHUA

Homep B cuCTEME MEXAYHAPOAHON TOProBM

OONOMHEHVS, YANIEHUS WW VIBMEHEHVS OTOBPAXAOTCS HA MHVIKATOPE VBMEHEHUIA B NO/SIX.
©2020. Roche Diagnostics

a

Roche Diagnosto GmbH. Canxodep LLipacce 116, D-68305. MaHreiim
www.foche.com

<(“Roche”
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(punoxenne 1. Pazaen npeanaHateH CNCUHANBHO ANA HHCTPYKLMH MO BPUMEHEHNIO HA PYCCKOM R3biKe

Moxazanun

Habop KOHTPONBLHBIX MATEPHAAOB PreciControl
AmMi-SARS-CoV-2 § npeanassauch I8 KONTPONA XauccTsa
HMMYHOTECTA Elecsys Anmi-SARS-CoV-2 S Ha
HUMMYHOXHMHBYECKHN aHATH3aTOPaX cobas ¢.

(ipornaonaxasannn
He npumennsio. Haaenne npeanaisaveno a8 naBoparopuoi
JNHATHOCTHKN.

MoGounmie neficrens
He npumennno. Hizenwe npeavsazdaveno ans naboparoprof
JAHATHOCTHKN,

MaxcumanbHbil koHpdHLenT Bapuatnn He Goaee 12 %
Mewpraxonnas sapuauns se Gowe 8%

pH 25 °C)
PCACOV2SI:84-8.6
PC ACOV2S2:84-8.6

MaoTHocts
PC ACOV2S5: 0.923 - 1,128 r/cw’
PC ACOV2S2: 0923 - 1,128 r/icw?

CrabuanHocTe

Xpauurs npu 2-8 °C (MakcHMansHo 4 MeciHla ¢ MOMEHTA
NPOM3BOACTBA, TIPH Temmeparype Xpanewna 2-8 °C, aaty
NPOHIBOIACTEA CM. HA YNAKOBKE).

Komnnext nocraskn
HaGop KOHTPONBHBIX CHIBOPOTOK .UM KOHYPOAA  KawecTed
onpeaenehua obmmx awrmren IgM/lgG  k SARS-CoV-2 e
CHBOPOTKE W OAAIME KPOBH  HMMYHOXEMHIOMHIKCUICHTHBIM
METOI0M 2 aHANMIATOPOB H MOAYACH HMMYHOXHMHYECKHX
cobas e (PreciControl Anti-SARS-CoV-2 S cobas ¢ analyzers).
Ccpm LOT 52691201, 8 cocrase:
Cwsoporka konTponeHan 1{PC ACOV2S)). jaaxon.
ofeem 1 3 - 2 Wt
2. Cuweoporka xoutponsnas 2(PC ACOV2S2), dnakon,
obvem | MA-2 Wy,
3. HucTpykuus no apusenenmie
4. llacnopy NPHCBOCHHBIX SHAUCHHT

Ynaxonks

Xapaxmepuemusy ghaaronog ¢ KOHMPOILRBIN MaAMEpUAINY:
Mepsnynan ynaxoska: $aaxon

Cupopotka koHTposstan | (PC ACOV2SI). dnakon -
KpuWKa GraxoHa KeATOro useTa

Cuisopotka kontponsHan 2 (PC ACOV2S2). ankon - kpritxa
naKons XOPUIHEBOTO LIBETA

Matepuan: GAaKoH NONHITHICH, KPLILIKE — ROAHTIPONHCH
Paimepu (BaicoTa/anamerp): 50,5 sy £ 0.3:mm / 14,5 am £ 0, 1nm
TonunHa creHkr prakora — He MeHes 0.5 mv

THN PAIMCIIEHHA Ha NPHBOPE: NOMEWIALTCN B 2nCKk A o0pasuos
{200 2MCKOBBIX AHANNIATOPOB) HIH B LITATHB LT3 XOHTRONN
KaveCTHa

Meroa 3abopa: acnupaums

TabapuTiue paiMeph Kpsiuiex $aakouos:
Wearas xpatina:

Janna (ece#t kpaimkr): 17.6Mm = 0.2Mm
LLinpHHa (Bceit xpoinxu): 17.6MM £ 0.2xmn
Buicora (BCelt kpamkn); 13.6Mm
Kopusnenan kpbiwxs

Jamua (Bceit kpaiwkn): 17.6Mm % 0,2uM
ILnpuna (Bcedt kppttkir): 17.6Mm £ 0.2mM
BeoicoTa (Beeit kpuiuku); 13.6MM

Bee pavepHbie 20aYcKH BHIDOAHCHH cornacko 1SO 2768-mk.
1SO 8015 « DIN 16901150,

Bropuuuas ynakopka: kaproxnas kopoOka. pasmepss (nua X
IIMPHHA X BLICOTA) He Banee: 126 MM X 90 MM X 68 am,

Bec: He Gonee 87 ¢

YnaxkoBka wixenHa o0ecneumeacT 1OCTaTOMHYIO 38WHTY OT
MCXAHHHCCKHX, KIHMBTHYCCKHX  BOZICHACTBMH NPH  yCNOBHM
cofimoacnns npaBun  TpancnoprupoBkH. H3aenwe ynaxobako
FEPMSTHUND.

Mapxuposxa

JTHKETKH W DPOUCCC MAPKHPOBKH COOTBETCTBYIOT CEPHHHbIM
crauaapias EN 1SO 181530, 1SO 18113-2, EN ISO 15223-1.

B cooresrcrenn ¢ JIMPEKTUBAMMW EC Roche Diagnostics
HENOAEIVET CIHIAVIOUHE CHMBOJID) H IHARKH:

CuMBOJ OnpegencHue CumMpoa Onpeaenenne
|E H o m Buumanne. oM.
DMep ) HHCTPYKUNIO 1o
KaTanory NPHMEHEHHID
“ Npouseoaurens @ u: opomm:;n AmM
»e 7] |Coacpumoe an .
HaGopa SN QR-x0a
Toasko ans
AMBrHOCTHEH  in Homep nora
vitro
( ( 3uak CE 8 Cpok roanocTH
Inak Il
@ OGronornveckod ﬂ —
OMACHOCTH aroto
4 o Tnobanbiif
TeMunepary pHuic
/{f OrPAHICHNA :g:r?n:t:l auera

Mapxnposka Ksprounol ynaxoexs
1. Haumenosanue
2. Homep no karanory

3. Hazeanne n aapec NpoHIBOAHTENS

4. Crpana npoucxoxIeHHs

$. Koaw onacwocrn (H317. P261, P272. P280, P333+P313.
P362+P364. P501)

6. Cocras

7. OBGO0IHAUECHHE, UTO HAICAHE NPLIHATHAHEHO TOALKO AN
JaMarnocTHEY in vilro

8. CE-mapxupoeka

9. 3xax (MOIOrHYECKOR ONBCHOCTH

10. TemmeparypHisie OrPaHHUCHHA

I Mpeaynpexienne: CM. HHCTPYKUHIO RO TIPHMEHEHHKY,
CCLINKA M 2AEKTPOHHYIO HHCTPYKUMK)Y HA PYCCKOM AIBINC

12 3nax: Onachocts ans 310poess

13. QR-xoa

14.  Howmep nora

15. Cpox roawoctH

16. Jlara w3roTOBACHHA
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Mpunoxenne 1. Panen npeanasHaven cNELKANBHO AR HHCTPYKUMK 10 IPHMEHEHIIO HA PYCCKOM A3biKe

17, Yenosuoe ofosnavenne: I'noGanunuil nomep npeamera
voprosan {(GTIN)
18.  JloroTun nponsBDIMTENR

Maplmponln $aaxonos

HausesoBanue

Karanoxnutit Homep

Cpox roanocrn

Homcp nota

3Inax Gnonoruyecxoll onackocTn
Wirpux xoa

SUb W=

Maxer MADKHPOBKH ua Pycexom fibixe

Habop woHTPOILNLIX CHIBOPOTOR T8 KOHTPOAR KRNCCTEA
onpeaencunn ofmwx anveven IgM/igGc & SARS-CoV-2 B
CHMBOPOTRE M INIME KPONI WNMYNOXEMIIIOMNHECHEHTHLIMN
METOI0M 11N ANBAWISTUPOB 0 MOIY. IR HMMYROXNMPCCKHY
cobas ¢ {(PreciControl Anti-SARS-CoV-2 8§ cobas ¢ analyzers).
Cepun: LOT £2691201. 8 cocrane:
1. Cupoporka xowtponsian | (PC ACOV2SI1) dnakon.
ofves I mn -2 wit.,
2.  Cusoporka xoutposbsan 2 (PC ACOV2S2). énaxon,
obbem | ma - 2 wr.,
3. HHCTpYKUMR RO NPHMEHCHING
4. TIacnopT NPHCBOCHHLIX JHAMEHHH

Perucrpaunonnce yaocrosepenne M oT,

CpoK roZHDCTH CM. 1 YItaKoske

TemMnepaTypa XpaseHns o8, HR ¥NaKoske

Homep nova o%. Ha ynaxoexe

Awrnrens & BIIY 1. 2 u empycy rematura Cu HBsAg
OTCYTCTOY 0T

Coacpmamsan sHTH-SARS-CoV-2 aHTHTEAN CHiBOPOTRA KPOSH,
HCTOALICBAHNAN 119 WPHIOTOWICHHE  KONTPOVILHOID
MATEPNAIR WOIORHTEALHOTO YPookH. GLIIE NHANTHNENNOBANS
Harpesannes s Tencine 30 mauyT npu 86 °C.

Mpowssoanreas: «Rocke  Diagnostics Gmbit» ("Pom
Auarnocruxe F'wbX"). Sandhofer Strasse 116, 63305 Mannkelm,
Germany, lepmanus

1hhaeane NPEAHBINAYENO TONLKO AW AHATHOCTHKY iR vitro
YNoawomoMenusi NPEACTABNTEAL  NPONIBOINTENS  HA
TeppuTopHn PO: O0ICCTRO ¢ OFPAHHYCHHON CTBETCTBEHHROCTHIO
«Pow Auarnocrika Pyex (000 «Pow sarwoctina Pyew). 107031,
Mockea. TpyGuan naowans. 1.2 Ten: +7 495 229.69.99. dakc: +7
498 220.62-64. E-mail. moscow.reception_diwzitoche.com

Kar. womep 09289313190

TpeGosannn kK MAPKHPOBKE FPYNNOBOH YRIKOBKH
(TpancnopTHol Tapbi), YCTAHOBACHHMIE HITOTOBHTENEM

Tosap ¢ TpaHcTopTHOH (rPYMNOBOH) MAPKWPOBKON YNaKopkH
HCMONLIYETCK TONBKO AN NEPEMCIICHHN  Halenuws ¢
Npon3soAcTBeHHOR naowaikw 20 coGcreensoro  ckaaza
NPOH3BOAHTENA Ha TEPPHTOPUK CTPARbI HITOTOBHTENA. T.0. ToBap
C TPAHCNOPTHON MAPKUPUBKOH He GOCTABRINCTCA HA TEPPHTOPHIO
PO®. Ha tpancnoprHoll  MapkupoBee  VKazaHbs  CHCICHMA,
UMEIOWHECR HA DETYIAPHOA MapKHpoBKe. B TOM MKCIE AaTa
((POHIBOICTED NPOIAVETA PHKCHPOBAHA.

Ycsosna TpancnopTHpPOBRH

Mepea ornpasBkoi © 338033 NPOAYKT MPOXOAHWT KOHTPUAbHBLIE
APOBEPKRY.  MEXAYHAPOIHBIE CHMBOAL H2  YNAKOBKE H
COCUMANEHBIC  HHCTPYKUHH 1O ODPAWICHHI)  YK&ILIBMOT
TPAHCTIOPTHPOBILKKY, KAK  caxeaer  ofpamateen ¢ UM
npoay«tos. TIpH ROIYUCHKH 1IPOIYKTA BHHMATEIMHO OCMOTPHTE
ynakosky. [ipn HaIMMn  no0biX  CHEI0B  HENPABKABKOTO
00palterns nan NOBPLKICHHA HeMEATeHHO ofpaTiTecs B 0T1¢0

ofchyxnpanna kinerron komirauhn «Roche Diagnostics GmbH»
{"Pow  Jmarnocruke  I'6X") nam x perHoHansHoMy
NOCTABNIHKY .

TpancnopTHPOsKa OCY UIECTRAKLTCA BCEMH BIIAMN TPANCROPTA B
KPLITHIX TPAHCTIOPTHEIX CPEICTHEX B COOTBLTCTBHK ¢ MPABHIAMK

fepeoosXy  (PY3I0B.  JeHCTBYIMLHMH  #38  KAXIOM  Buae
Tparcnopra. Temneparypa npu Tparcnopruponke 2-8°C.
Crepuanzauus

Hizeame nocraBaseTcs HecTepuaskbiM, He  noanexurt
TIOBTOPHOMY HENONAbI0BAHKIO H/HIK CTEPHAKIALNH
NOALIOBATEISM.

Tpebosaunn k oxpane oxpyxaroutell cpeast

MeaHUNHCKOE H3ENHE MPY HCAVIbIOBAKHH. TRRHCIOPTHPOBKE M
XPAHCHUM HE ORASHIBACT HETATWBHOTO BOIICHCTBHA HA HLNOBEKA
B OKPYRAKMY K CPEAY NPH COBMOALHHA YCIOBHA NPHMEHEHHA
H MEP NPLIOCTOPORHOCTH, YXAIANHBIN B HHCTPYKUMMN,

YTuanisuns

Bo wibexauue 803M0HOTO JarpsiHeHns oxpywalouel cpeabl
HaGop KoHTPOALHEX CHBOPOTOK 248 KOHYPOIE  KAYeCTea
onpezencuua ofwmux auturen IgM/1gG x SARS-CoV-2 B
ChIBOPOTKE M JLIA3ME KPOBH HMMYHOXEMHAIOMHHECUEHTHBIM
METOIOM AN AMAIHIATOPOB # MOAYAeH WMMYHOXHMHUECKHX
cobas ¢ (PreciControl Anti-SARS-CoV-2 S cobas ¢ analyzers).
Cepua: LOT 52691201 ¢ HeveKiiMM ¢POKOM FOAHOCTH, @ TaKkwe
OTX0.b4. HCAONBIOBAHHBLIX PEAFEHTOB. JOTHEL Y THHINPOBATLCA
B COOTBETCTBHH ¢ MECTHBIMK FOCYIAPCTBEHHLIMHA M / MAH
BONBHHHBIMK HOPMATHBHBIMHK TPEOOBAHHAMM.

TIpaBrIbHOS YHHYTONCHRE W YTHANIALRA GYET NoLIepKHBATE
COXPAHEHHS TPHPOAHMX PECYPCod W cOeHCTBOBATHL JaluMTE
II0POBLA MEIOBCKA H OKPY KUK Cpeabl.

YTHAHIAUKS OTX0N0B YNAKOBKN.

VYnakoska npoayxuny «Roche Diagnostics GmbH» ("Pow
Juarnoctuke  TwoX™) paspalorana © uenLlo CBRAEHHMA X
MHHHMYMY 3aTPASHEHNA OKPYXAOWEHR CPek NPW COXPAHEHUH
LETOCTHOCTH NPOAYKTA BO BPEMA TRAHCTOPTHPOBKH W XPAHEHUS.
YNakoBouHMe OTXOIL JOMKHM YTHAMIUPOBATLCA B MECTHRIX
NyHKTax cfopa YNaxoBKH, B CTICUMANHIHPOBAHHLE KOHTEHHEPH,
PACNOA0OKCUHDIE B MYHHUKTANMTETAN.

YTHANIAUNA WIZCAHN C HCTEKWHM CPOKOM TOAHOCTH W
OTX0208, HCOONLIDOBAHHLIX pearsTos.

MMpK YTHAWALNK 1 YHHYTOKEHHH K31eNHRk C HCTECKLDHM CPOKOM
FOJHOCTH, i TAKKE OTXOAOB, MHCTIONBIOBAHHBIX  PearenToB,
HeoOX0AHMO JCHCTROBATE B COOTBETCTBHH C THIHCHHYECKHMH
HOPMATHBAMK " ¢N1e30BaTh OHHLMATLHBIM
MUCTPYKUHAM N0 YTHANIALHH B YHHUTORCHHIO NOTEHLKANLHO
MIMPEXUMOHHONO M XHMHMECKOID MATEPHANi. MPHHATRIM HA
TeppuTopun Pocckickolt Denepaunn u b aannom JITY.
KaouepsiMy  BONPOCAMW B CTPATErHH  YNPABJICHHR  OTXOJAMM
ABNACTCH ONTHMINDAUMA TAKTHK H  NOAXOAOP K  XOHEWHMM
NPOIYKTaM, & TAKXKS MUNHAMH3AUMA BOIMOKHOrO 3arpasHenns
OKPYMAOICH Cpeabl,

Bosce woapoluyio  wePOpMALHIO MONHO  ROAYYHTL ¥
NPOMIBOIHTENR ! YOOSHOMOUCHHOID OpLICTaBHTENN
NPOMIBOANTENA,

Yrunmiauns J0/kHa OpOBOIHTECA B COOTBETCTBHM € MECTHRIMH
HOPMAMMK  JAKOHOJATEARCTBA, @ TAKWE B COOTBETCTBHW C
NPITOKOMAMH  MEIHLHHCKOTO YMPERKACHUA, TIe HCTIONbIVIOTCA
JaHHLIE MCIHLHHCKHE HIICNRA.

He yTHAHIHPOBATH COBMECTHO ¢ (RITOBBIMK OTXOAAMN,
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lpnnoxenue |. Pa3zen npeanasHaueH CNEUHANBEHO AN HHCTPYKLHH MO NPHMEHEHRIO HA PYCCKOM A3bIKE

Capantuiinoie obnratenscrsa

Npouzpoanteas (komnakma «Roche Diagnostics GmbH» ("Pows
NnarsocTrre TMOX")) rapasTrpyer. YTo H3IENHE COOTBETCTBYCT
creunwpHKaunAM, 3AABICHHNM Ha JTakeTke. [lpoHssoawntens
HECET OTBETCTBCHHOCTL 33 pafioty miaean#i TONLKO B CAYYae HX
MPABHABHOTO HCNIONLIOBANHA B COOTBCTCTBHN ¢ HHCTPYKUHEH, A
Taxxe COOMOICHHA NPABUN XPaneHns K TPAHCIIOPTHPOBKY.
Hagenna J0/MKHB HCNOMWIOBATLEN TONLKO 20 HCTEHEHHN CPOKA
FOAHOCTH. XOTOPLIF yKaszaH Ha YNaKoBxe.

HACTOALULAA OIPAHHYEHHAS FAPAHTUA 3AMEHAET
COBOH HHLIE TAPAHTHMH. OAHO3HAYHO
BbIPAXEHHBIE HIU NMOAPAIYMEBAEMBIE. BKIIOYAA
MOBYIO NMOAPAIYMEBAEMYIO FAPAHTHIO
MPUIOAHOCTH A KOMMEPYECKOT'O
HCTIOAb3OBAHUA WKW AN JMOBOH WHOW UEJMH.
KOMNAHUSA ROCHE DIAGNOSTICS GmbH HE HECET
OTBETCTBEHHOCTH 3A CAYUANHBIE. HENPAMBIE.
CNEUWANIBHLIE HJIM KOCBEHHbLIE YBbITKH.

ITo BONPOCAM. CANIAHNHLIM C XAYCCTBOM WLICAUH. a TAKNKE C HX
pabotoll.  wywHO  ofpaatees K YOORHOMOYCHHOMY
APeACTABHTENO RPOHIBLANTENN Ha TeppuTopHH PO:

OGwecreo ¢ orpannucnuoll  otpercreennacTio  «Pow
Awarnoctuka Pyer (000 «Pow Hwarwocruka Pyc»). 107031,
Mocxkea, TpyGuas mnowais, A.2. Ten.: (495) 229-69-99. daxc:
{495) 229-62-64

(peTermnn Mo KAYECTBY (PEKAAMALNR)

lMopasox NPCAVABACHHN PEKNAMAUNA W OTBETOB HA HHN
peTyNVMpYeTCA  FpiIKiaHckuM  npasoM.  Pexnamauns  Mower
APEALABAATLCA TOABKO MO TAKHM BOAPOCEM. KOTOPHIC HE
ABMINCL  OPCIMETUM  [IPHEMKW  TOBAPA, NPOHIRLICHHOR B
COOTBETCTEHRK C YCAOBHAMH J10r0B0PA.

Mo BceM BONPOCAM, CBAJAHNBIM ¢ O6CHYKHBAHHEM WIIETHA.
Heo(IXORWMO OOPATHTECA K YNORHOMOMEHHOMY NIPEICTABHTENO
OPOHIBOIUTENS.

B cayuae pexnamaunn o0pawiathes K NpoM3IBOAMTENId W / BN
YHONHOMOUEHHOMY NPEACTABUTEAK NPOK3IBOIHTEA,

Nponseoantens:

«Roche Diagnostics GmbH» {"Pow Juarnocruxc T'MEX")
Sandhofer Strasse 116. 68305 Mannheim., Germany

Ten.: +49 621 759 0; ®axc: +49 62§ 759 2890

YnoanomoueHHLH NpeacTABHTENb MTPOHIBOAKTENN:
O6wecTB0 ¢ OTPAHMYEHHOH  OTECTCTBRHHOCTLIO
JAwarnocthka Pyc» (000 «Por Auarvoctuka Pycr)
10703 1. Mocxea. TpySuax n:rowaas. 1.2

Ten.: +7 495 229-69-99. dpanc: +7 498 229-62-64

«Pows

*Npumeusnue:

AHanHISTOPH H MOAYTH HMMYHOXMMHYECKHE cobas e:
AHanwarop HMMYHOXHMHMCCKIH
MEKTPOXEMUAIOMHHECUeHTHIMR Cobas ¢ 411 (rack/disk) ¢
TIPHHAANCKHOCTAMH.  niponssoactea "Pow  JHarHocTHke

TMGX". TepManns. perucrpaumontoe yaocrosepenne Ne
®C3 2007/00478

NMnavdopma  MoayRbHa® 299 GHOXMMUMECKOTO M
HMNYHOXHMHYECKOro aHanmIa "kobGac 8000" (cobas 8000) e
PAIIMUHMN  KOHDPHNIPAUMAX, C  MPHHALIEKHOCTAMM,
npon3soacteas “Pow [uarsocruke TMEX". [Cepmaumun,
PETHCTPALUNOHHOE  Yaocrosepenue Ne ®C3 2012/12764.
{cocronT 13 moayneh cobas ¢502/701/702  cabas e602)

Maargopma  Modynshax a8 GHOXMMHUECKOTO M
HMMyHOXHMIYecKoro anannia "KoBac 6000" (Cobas 6000)
B PAIAHYHLIX KOHPHIYPAUWAX. € TPHHATMKHOCTAMM,
npoussoacrea "Pow  Jwarwoctuke TuGX". Fepmanns,
percrpannonnoe  yaoctosepenre Ne P3H  2015/3050
(cocTont H3 Moayae# cobas cS01 n cobas ¢601)

Henonsayeren COBMECTHO C:
PearenThl ® KacceTe 249 KORMVECTBCHHOIO OnpeaeneHna ofunx
auTHTEN 1gM/IgG K SARS-CoV.2

HMMYHOXSMUNOMHHECLICHTHBIM METOA0M B CHIBOPOTKE H NAAIME
KPOBH 112 BHANUATOPAX #1 MOIYNX HMMYHOXHMHUECKHX cobas ¢
{Elecsys Anti SARS-CoV-2 S cobas e analyzers’ACOV2S), 200
TecroB.  Cepus:  LOT 51639401, npouseoacrsa  "Pow
Anarnoctuke FMGX". Tepmanus

HaGop xanuGpatopos 113 KOABYECTBEHHOrO onpeIcaenna obuux
anrhren [gM/igG k SARS-CoV-2 b chiBopoTke W NAXIME XPOBH
HMMYHOXEMHTIOMHHECUCHTHLIM  METOJOM HA BHANNIATOPAX W
MOANARX HMMYHOXHMUYeCKkHX cobas ¢ (CalSet Anti-SARS-CoV-2
S cobas e analyzers). Cepus: LOT 51336001, npoussoacrsa "Pow
Auarnocrake I'MoX". Fepmanns

2020-09, V 1.0 Pycckwit

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Bcero npoHymMepoBaHo,
NPOLUHYPOBaHO 1
CKpensieHo neyatbto

/ nncrta(o.)

@)

TTw N. Al

| ® “4vnbOT/I"nrt TormcT nKm
i MOAOLUPUUNOCTUOT:

2 H/MI8

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



