CRode

NMHCTPYKUWA no MPUMEHEHWNIO

(INSTRUCTION EOR USE)

HA MEAWNLWMHCKOE U3AENUE

Habop KOHTPO/bLHbIX CbIBOPOTOK AN KOHTPOS KavyecTBa onpefeneHns obwmx aHTuTen

IgM/1gG kK SARS-CoV-2 B CbIBOPOTKE i1 N1la3Me KPOBU UMMYHOXEMUTFOMUHECLEHTHbLIM

METOAO0M ANSA aHaM3aToOpPoOB U Moaynei MMMyHoxuMmmuyeckmnx cobas e (PreciControl Anti-
SARS-CoV-2 S cobas e analyzers). JloT: 55479701

npounssoacTea Roche Diagnostics GmbH, Sandhofer Strasse 116, 68305 Mannheim, Germany
PA3PABOTYUK:

Roche Diagnostics GmbH, "Pow AunarHoctuke MmM6X", MepmaHus.
Sandhofer Strasse 116, 68305 Mannheim, Germany

YT1Bepxaako
00O «Pow AlmarHocTtuka Pyc»

2021
000 «Pouw AwnarHoctuka Pyc» Poccus, 115114, Mocksa Ten.: +7(495)229 69 99
yn. JIeTHAKOBCKas, oM 2, ¢Tp. 3 ®daxc: +7 (495) 229 62 64
Bu3Hec-LeHTp "BuBanbau Mnasa”
www.roche.ru
Roche Diagnostics Rus LLC 2, Letnikovskaya street, bld.3 Tel.: +7 (495) 229 69 99
Business Center "Vivaldi Piaza" Fax: +7 (495) 229 62 64

115114, Moscow, Russia
wWww.roche.ru

3MEKTPOHHAS KOMUS OOPMAEHA LIEHTPOM WCTILITAHUI H PETHCTPALIMH MELMLMHCKUX U3AEM



ms_09289313190V1.0

PreciControl Anti-SARS-CoV-2 S

[1309289313190

Pycckuit

HasHaueHne

Habop KOHTponbHbIX Matepuanos PreciControl Anti-SARS-CoV-2 S
npeAHasHayeH ANns KOHTPONIA kayecTBa MMMyHOTeCTa

Elecsys Anti-SARS-CoV-2 S Ha MMMYHOXWMUYECKNX aHann3aTopax
cobas e.

TeopeTunyeckoe 060cHOBaHMe

KoHTponbHble MaTepuansl PreciControl Anti-SARS-CoV-2 S npefctasnsioT
co60i1 rOTOBYI0 K MPUMEHEHNIO KOHTPOJIbHYIO CbIBOPOTKY Ha OCHOBE
CbIBOPOTKW KPOBM YesioBeka. KOHTPO/IbHbIE MaTepuasibl UCMOMb3YTCA A1s
MOHUTOPMHra TOYHOCTN MMMyHOTecTa Elecsys Anti-SARS-CoV-2 S.

PeareHTbl — pa6oune pacTBopbl

*+ PC ACOV2S1:2 thnakoHa, B kaxaom 1.0 M1 KOHTPO/IbHOrO MaTtepuana
Ha OCHOBE CbIBOPOTKM KPOBU Ye/sl0BeKa, HepPeakTUBHONM N0 aHTUTeNam K
SARS-CoV-2; TPNC™> 6ydoep; KOHCEpBaHT. ]

m PC ACOV2S2:2 dnakoHa, B kaxaom 1.0 M1 KOHTPOIbHOrO MaTtepuana
Ha OCHOBE CbIBOPOTKW KPOBW Ye/I0BEKa, PEaKTUBHOW M0 aHTUTeNaMm K
SARS-CoV-2; TPNC-6ydhep; KOHCEPBaHT.

Mpumeyanve: aHanuzatopbl cobas e 602 n cobas e 801: KOHTPONbHbI

matepuan byaeT obpabaTblBaTbCs aHaM3aTOPOM aBTOMATUYECKN.

[pyrue aHann3atopbl: KOHTPO/bHbIE MaTepuasibl He CHabXeHbl 3TUKeTKaMu

CO WITPUXKOLOM 1 NOITOMY [JOMKHbI 06pabaTbiBaTbCs KaK BHELLHWE

KOHTPO/IbHble MaTepuabl. Bce 3HayeHus u AnanasoHbl TpebyeTcs BBOAUTHL

BPY4Hyto. O3HaKoMbTech C pasfenom «KoHTposb kadectBa (KK)» B

PykoBo/CTBe onepatopa Win MHTePaKkTUBHOM NOMOLM B NPOrpaMMHOM

obecneyeHun npubopa.

KOHTponbHbIe MaTepuanbl 6e3 WTPUXKoAa: B aHan3aTop MOXHO BBECTU

TO/NBKO O/HO LiefieBOe 3HaYeHUe M uanasoH Ans Kaxoro ypoBHs

KOHTPONIbHOrO MaTepuana. LieneBble 3HaueHWs AnA KOHKPETHOro noTa

peareHTa He06X04UMO BBOAUTL MOBTOPHO KaxAblii pas, korga

1CNO/b3yeTCs flaHHbIN NOT peareHTa C pasHbIMU LiefIeBbIMU 3HAYEHUAMU 1

[anasoHamu A KOHTPO/IbHOrO MaTepuana. [lpa nota peareHToB €

pasHbIMU LieN1eBbIMA 3HAYEHWAMM 1 Anana3oHamu 1 KOHTPO/IbHOTO

maTepuana He MOryT UCNO/b30BaTbCs OHOBPEMEHHO B OJHOV NOCTaHOBKe.

TouHble LieneBble 3HAYEHWS 1 ANana3oHbl At KOHKPETHOTO N10Ta yKasaHbl
B E/M1 BO BNOXEHHOM (WM JOCTYMHOM B 371EKTPOHHOM BUfe) nacnopte
3HaueHWIA, NpunaraeMoM K KacceTe € peareHTaMn unm Habopy
KOHTPONbHbIX MaTepuanos PreciControl.

Y6eAMTECh, UTO UCMONbL3YIOTCS NPaBUbHbIE 3HAYEHUS.

AHanuzatopbl cobas e 602 u cobas e 801: TouHble LeneBble 3HAUYEHNS 1
[ManasoHbl ykasaHbl B E/Mn 1 [OCTYNHbI KakK B BULE 3M1EKTPOHHOTO
WITPUXKOAA, TaK U B BUAE NacnopTa 3HaueHwii, npesocTaBseMoro

uepes cobas link.

OGpatuTe BHUMaHKe: MacnopTta 3HaueHUin Ans aHanusatopa cobas e 801
[OCTYNHbI TONbKO B 3N1EKTPOHHOM BuAe Yepes cobas link.

a) TPUC = Tpme(rapokeumeTwilaMuHoMEeTaH

LleneBble 3Ha4eHWsa 1 aManasoHbl

LleneBble 3HaYeHNs 1 fnana3oHbl ONpeaensanucb U OLeHnBaInCh
KoMnaHuein Roche. 3Tu faHHble 6biNM NONYYeHbI C UCMNOb30BaHNEM

peareHToB TecTta Elecsys Anti-SARS-CoV-2 S 1 aHann3aTopoB, MMeBLLMXCA
B Ha/IM4MM HA MOMEHT NPOBEAEHUS UCCeJ0BaHWIA.

AHanuzatopbl cobas e 602 1 cobas e 801: 06HOB/EHHbIE LieNeBble
3HaYeHUa 1 AnanasoHbl JOCTYMHbI Kak B 3/1EKTPOHHOM LITPUXKOAE, TaK 1 B
BWAE nacnopTa 3HaueHuin, npefocTaBasemoro yepes cobas link.

[Opyrve aHanu3atopbl: KOHTPONbHbIE 3HAYEHWNS U Anana3oHbl He06X0AMMO
BBOAWTL BPY4HYL0. Bonee noapobHas WHdopmauus npusejeHa B
COOTBETCTBYIOLEM pa3gene PykoBoacTBa oneparopa.

Ecnu LeneBble 3Ha4eHUs M AnManasoHbl KOHTPO/S kayecTBa 06HOBNAIOTCS,
[laHHas WHhopMaLnsa nepefaeTcs Yepes WTPUXKOAbI PeareHToB uim
KOHTPO/IbHBIX MaTepuanos (M16o NpefoCTaBisAeTCA B 3NEKTPOHHOM BUAe), a
Takxe B BiJe AONOMHNTENLHOTO NacnopTa 3Ha4eHui, npunaraemoro K
kacceTe C peareHTamn. B aToM nacnopTe 3HauyeHWii ykazaHbl BCe N0Tbl
KOHTPO/IbHbIX MaTepuanos, K KOTOPbIM NPUMEHUMbI HOBble 3HaueHus. Ecnu
HeKOTOpble U3 3TUX 3HAYEHUI He MEHSKOTCA, OpUrMHaNbHbIE 3HAYEHMS,
nepefaBaemble yepes CBC (WTPUXKOA KOHTPONbHOrO MaTepuana; Control
Barcode), a Takxe yka3aHHble B NacnopTe 3Ha4YeHWii, BKIIOYEHHOM B Habop
KOHTPO/IbHBIX MaTepuanos (Mn NpefocTaBASEMOM B 3/1EKTPOHHOM Bufe),
0CTaloTCA AeiCTBUTENBHBIMY.
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Mosly4eHHble BENNYNHBI AO/MKHBI HAXOAUTLCA B ONpPeAeNieHHbIX
[vana3oHax. Ecnu cylectByeT TeHAEHUMA K 3aHWKEHUIO WIIT 3aBblLLEHNI0
pe3ynbTatos, Win nobble Apyrue OTKIOHEeHMA 3a npeaesibl AoNYCTUMbIX
3HAYEHWIA, cnefyeT NnpoBepuTb BCE 3Tanbl aHanusa.

Mpy HEOBXOAMMOCTU U3MEPEHUS aHANN3MpPyeMbix 06pasLoB 6ruomaTepuana
nauueHTa cnesyet noBTOPUTL.

Kaxgas na6opaT0pvm A0/MKHaA BblpaﬁOTaTb npasuna, nossonatwoume
NPUHATL KOPPEKTUPYLOLW e Mepbl B Cllyyae, eCnn 3Ha4eHUA BbIXOAAT 3a
YCTaHOB/IEHHbIE Npeaenbl.

Mepb! NpegoCcTOPOXKHOCTU U NpefynpexaeHus

TonbKo 4n1s in Vitro AMarHoCcTuKu.

Cobntofaiite 06bl4HbIE MepPbl NPeAO0CTOPOXHOCTH, HEOBX04MMblE NPK
pa6oTe co BcemMu laGOPaTOPHLIMU peareHTamu.

YTUnu3auns Bcex OTXOA0B A0JKHA OCYLLECTBAATLCS B COOTBETCTBUM C
MeCTHbIMM NpaBuIaMu.

MacnopT 6e30MacHOCT NpeoCTaBseTCA NPotheccoHaIbHOMY
nonb3oBaTesto Mo 3anpocy.

3T0T Habop COAEPXNT KOMNOHEHTbI, Knaccutuupyemble crnegyowmm
o6pasom B cooTBeTcTBUM C PernamenTom (EC) Ns 1272/2008:

Mpeaynpexaexne
H317
Mepbl NPeA0CTOPOXKHOCTM:

MoXeT BbI3bIBaTb a/iIePruyeckyo peakumto KOXu.

P261 CrapaiiTecb He BAbIXaTb Mblib / AbIM / ra3 / TymaH / napbl /
a’3po30nu.

P272 3arpssHeHHyl0 pabouyro oaexay He creayeT BbIHOCUTb 3a
npegenbl pabouero mMecta.

P280 Hocute 3aluTHblE nepyatku.

OTBETHbIE felCTBUS;

P333 + P313 Mpu NosSIBNEHWUN pa3gpaxeHns KOXu wan cbinu: O6paTuthbes
3a MefMLMHCKON KOHCYNbTalmel / NoMoLLbHO.

P362 + P364 CHuMUTe 3arpsi3HEHHYI0 OAeXAy U NoCTupaiite ee nepes
cnefytolnmM UCnob3oBaHNeM.

Mepb! NPeA0CTOPOXXHOCTU NPU YTUNMU3ALNK;

P501 YTUAU3MpoBaTh COAEPXMMOE/KOHTENHEeP Ha

COOTBETCTBYHOLIEM 3aBOAEe NO yTUAn3aunm oTxon0B.

MapkupoBKa 0 6€30MacHOCTH NPOJYKTa COOTBETCTBYET pykoBoACcTBY EU
GHS.

KOHTaKTHbIA TenethoH AN1s Bcex CTpaH: +49-621-7590

Bce matepuanbl 4eNI0BEYECKOr0 NPOUCXOXAEHUA [AOMKHbI
paccMaTpuBaTthbCs Kak NOTeHLWanbHO MHGMLMPOBaHHbIe. Bce maTepuansl,
nosyyYeHHble 13 KPOBU YeNOBEKA, U3rOTOBMEHbI UCKMOUNTENBHO M3 KPOBU
[OHOPOB, TECTUPOBAHHbIX B MHAVMBUAYANLHOM NOPSAAKE, Y KOTOPbIX He Bbin
06HapyxeHbl NOBEPXHOCTHbLIN aHTUreH Bupyca renatuta B (HBsSAQ),
aHTUTena K Bupycy renatuta C n k BUY. MeTofpbl TecTupoBaHus,
1cnonb3yemble ANs NpoBefeHns aHanu3a, 6binv 0f06peHbl YnpaBieHnem
CLUA no KOHTPONIO 3a NULLEBLIMW NPOAYKTaMW W leKapCTBEHHbIMU
npenapatamu (FDA) unu yTOUHeHbI B COOTBETCTBUM C JMPeKTUBON

EC 98/79/EC, MpunoxeHwue Il, Cnucok A.

Copaepxauwas aHTu-8AM3-Co\/-2 aHTUTENA CbIBOPOTKA KPOBM,
CNONb30BaHHas Ans NPUroTOBNEHNA KOHTPObHOTO MaTepuana
NONOXNTENBHOrO YPOBHSA, BblNa MHAKTUBMPOBaHa HarpeBaHMeM BTeueHue
30 muHyT npu 56 °C.

Tem He MeHee, MOCKO/bKY HU OfWH U3 METOZ0B UCCNEfOBaHNs He
N03BO/ISIET NOMHOCTLIO UCK/IOUUTL PUCK MH(DULMPOBAHWS, 06PALYATHLCS C
MaTepuanamu ciefyeT Tak Xe akkypaTHo, Kak v ¢ 06pa3sLom
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6uomatepuana naumeHTa. B cnyyae KOHTaKTa ¢ MCTOYHUKOM BO3MOXHOIO
VH(ULMPOBAHUS HEOBXOAMMO CMefoBaThb YKa3aHWsAM COOTBETCTBYIOLMX
OpraHoB 3/paBoOXpaHeHus."2

Henb3s 1cnonb30BaTh KOHTPO/IbHbIE MaTepuasibl Nocsie OKOHYaHUs
YKa3aHHOro cpoka rogHocTu.

Cnepyet n3beratb 06pa3oBaHus NeHbl AnS NI06bLIX TUMOB peareHToB W
06pa3uoB (06pasubl, KanMbpaTopbl U KOHTPO/IbHbIE MaTepuansbl).

MpurotosneHne paboyero pactsopa

KOHTpONbHbIE MaTepumasibl NOCTaBASIOTCA FOTOBbIMA K MPUMEHEHWIO BO
(hnakoHax, COBMECTUMbIX C CUCTEMON. KOHTPO/IbHbIE MaTepuabl cneayet
0CTaB/ATb Ha 6OPTY aHann3aTopa TO/IbKO Ha BPeMs BbINOHEHNS
npoLiefypbl KOHTPONA kauecTBa. ocne UCMONb30BaHUs (hIaKoHbI cnegyet
HeMe/I/IEHHO 3aKPbITb U XpaHUTb B BEPTUKA/IbHOM MOJIOXEHWUN Npu
Temneparype 2-8 °C.

Mpu M3MepeHnn KOHTPO/ILHOTO MaTepuana 6es WTpUxX-koAa UCnonb3yiite
TOMbKO PEKOMEH/I0BaHHbIe NPO6UpKM Ans cbopa 06pasLioB, BTOPUUHbIE
nPO6UPKKM, YCTAHOBNEHHbIE HA NePBUYHO NPOBUpPKe, UM NPo6upky B
TaTmBe.

O6patuTe BHUMaHWe: Ha 3TUKeTKM (hNakoHOB W Ha JONOMHUTENbHbIE
3TUKETKN (ECAN OHU UMEIOTCA) HAHECEH LUTPUXKOZL TONbKO ANs
aHanusatopoB cobas e 602 v cobas e 801. NMomecTuTte hiakoH B
aHanM3artop Kak 06bI4HO.

XpaHeHue u cTabunbHOCTb

Xpauutb npu 2-8 “C.

CTaBUIbHOCTb KOHTPO/LHON ChIBOPOTKA:

B HEBCKPbLITOM Buzae npu 2-8 °C [0 OKOHYaHWS yKa3aHHOro cpoka

rOAHOCTH
nocne BCKpbITUA npu 2-8 °C 7 pHeii

nocne BCKpbITUA npu -20 °C 21 peHb(ponyckaeTcs TONbKO

(£5»C) 0[JHOKpaTHOE 3aMOpaxuBaHue)
Ha GopTy aHanM3aTopoB npu 10 4 vyacos
20-25 x

XpaHuTe KOHTPOMbHbIE MaTepuanbl B BEPTUKa/IbHOM MOMOXEHWUN BO
n3GexaHune nonagaHus pacTBopa Ha BHAGPEHHIO NOBEPXHOCTb KPbILLKY.

CoctaB Habopa

m  PreciControl Anti-SARS-CoV-2 S

Heobxoauymble Matepuabl (He BXOAAT B Habop)

*  MmmyHoxumuyeckue aHanusatopbl cobas e u TecT-cneyudnyHble

peareHTbl

[Ona 6onee nogpo6HOIA WHOPMaLMK KacaTeNbHO AOMNOMHUTENBbHBIX
Heo6X0AMMbIX MaTepuanoB obpallaiiTech K COOTBETCTBYHOLMM
VHCTPYKLMSIM MO NPUMEHEHMIO TECTOB M PYKOBOACTBY MO/b30BATENS HA
aHanusarop.

AHanus
C KOHTPO/bHbLIMU CbIBOPOTKAMI B COBMECTUMbIX C CUCTEMOM (hnakoHax co

WTPUX-KO4aMu cnepyeT obpallatbCs Takum Xe 06pa3om, kak ¢ obpasuamu

6uomatepmana naumeHTa.

Llenesble 3HaueHUs W AManasoHbl He06X04MMO BBOAUTL BPYYHYHO (3a
MCKNtoYeHneM aHanusaTopos cobas e 602 n cobas e 801). Bonee
noapo6Has MHopMaLmMa NpuBejeHa B COOTBETCTBYIOLEM pa3fene
PykoBogcTBa onepartopa.

[lo Havana npoBefeHNs n3MepeHnii ybeamtecb B TOM, 4TO Temnepartypa
KOHTPO/IbHbIX MaTepuanos cootseTcTeyet 20-25 °C.

KOHTPO/bHble MaTepuanbl LOMKHbI UCNONb30BATbCA eXeAHEBHO
napannenbHo ¢ obpasLamu 6rnomatepuana nauneHTa Ansa Kaxaoin HoBoi

KacceTbl peareHToB, a TakXe KaxAblii pa3 nocne BbINOAHEHUS KaMBPOBKM.

KOHTPO/bHbIE UHTEPBANbI W NPEAE/bI A0MKHBI BbiTh a4anTMpoBaHbl B
COOTBETCTBUM C UHAMBUAYaIbHLIMM TPEBOBaHUAMY Kax 4ol nabopatopuu.

Co6nogaiiTe Bce felicTylowmne (esepanbHble U MECTHbIE HOPMATUBHbIE
aKTbl, KAacaroLiMecs BOMPOCOB KOHTPONS KauecTsa.

CnpaBoyHas nHhopMaLys

1 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.
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cobas'

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

[Ona 6onee nogpo6HoOi MHGopmauun obpalyaiiteck K PykoBOACTBY
onepaTtopa COOTBETCTBYIOLLMX aHANN3aTOPOB 1 MHCTPYKLWAM MO
NPUMEHEHNIO KO BCEM HEOOXOAWUMbIM KOMMOHEHTaM, 1CMo/b3yeMbIM B
pabore.

Touka B AaHHOM UHCTPYKUMM BCErAa UCMOMb3YeTCs A4S pasaeneHuns
[ECATUYHBIX Pa3PsAL0B, YTOGbI OTMETUTL TPaHMLLy MeXay LenbiMm u
[PO6HBIMY YacTAMU AECATUYHOMO Yncna. Pasaenuteny Ans rpynn paspsiaos
HE MCMOMb3Y0TCS.

CMMBO/IbI

B [JONOSIHEHVE K NepeyncneHHbIM B cTaHgapTe ISO 15223-1, Roche
Diagnostics npumeHseT cnegytowme cuMBonbI 1 3Hakn (ans CLUA: cm.
dialog.roche.com ans onpeaeneHns MCnonb3yemblX CUMBOMIOB):

ICONTENT! CoctaB Habopa

Isystem! AHanusatopbl/Mpnbopbl, 418 KOTOPbLIX NPeAHa3HaueH
[laHHbI Habop peareHToB

IREAGENT | PeareHT

lcalibrator! Kanubpatop

> 06beM nocnie BOCCTAHOB/IEHUS UM CMELUMBaHUSA

Igtin! FloMep B cucTeEMe MeX/yHapOAHOI TOProB/in

JlononHeHWs, YANeHNs W M3MEHEHIS 0TOGPAXAIOTCA Ha MHAMKATOPE U3MEHEHWIA B NONAX.
©2020, Roche Diagnostics

C€

Roche Diagnostics GmbH, Caxgxocep LLtpacce 116, D-68305, Manreiim
www.roche.com

<"Roche”
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MpunoxeHue 1 Pasgen npefHasHauyeH cneuuanbHO 4151 MHCTPYKUUU NO MPUMEHEHUIO HAa PYCCKOM Si3blKe

MokasaHuA

Habop KOHTPO/IbHbIX MaTepuanos PreciControl
Anti-SARS-CoV-2 S npefiHasHauyeH [J1s KOHTPONA KadvecTsa
MMM)HOTECTa Elecsys Anti-SARS-CoV-2 S Ha
UMMYHOXMMWUYECKUX aHanm3aTopax cobas e.

npOTI/IBOI'IOKaSaHVIFI
He npumeHumo. V3genve npefHasHaueHo ANs 1aGopaToOpHOiA
[AMarHOCTUKM.

Mo6ouHble feiicTBuA
He npuveHuMo. W3genve npegHasHadeHo Ans 1abopaTOpHOIA
[AMarHOCTUKM.

MakcumanbHbI Ko3dhuumenT Bapuaumn He 6onee 12 %
MexnakoHHas Bapuaums He 6onee 8%

pH (25 °C)
PC ACOV2SI: 8.4. 8.6
PC ACOV2S2: 8.4. 8.6

MnoTHOCTb
PC ACOV2S1:0.923 -1.128 r/cm'
PC ACOV2S2: 0,923 - 1.128 r/c™m'

CtabunbHOCTb
XpaHutb npu 2-8 °C (MakcumanbHO 4 Mecsua C MOMEHTa

Nnpov3BOACTBA, MpPW Temneparype XxpaHeHua 2-8 °C, pary
NPOV3BOACTBA CM. Ha YNaKOBKe).

KomnnekTt noctaBku

Habop KOHTPONbHLIX CbIBOPOTOK ANf  KOHTPOMSA  KayecTsa

onpeseneHns obwwmx adtuten IgM/IgG Kk SARS-CoV-2 B
CbIBOPOTKE W M/a3Me  KPOBUM  UMMYHOXEMUIFOMUHECLEHTHbLIM
METOOM [/19 aHanu3aTopoB WM MOAYNeA WMMMYHOXUMUYECKMX
cobas e (PreciControl Anti-SARS-CoV-2 S cobas e analyzers).
Not: 55479701. B cocTase:
1 CobiBopoTKa KOHTponbHas 1(PC ACOV2S1). (hniakoH,
o6bemM 1mn- 2 wr.:
2. CobiBopoTka KoHTponbHas 2(PC ACOV2S2). dnakoH,
o6bem 1.m1- 2 wr.:
3. VHCTpyKUMs No NpYMEHEHUIO
4. TlacropT MPUCBOEHHbLIX 3HAYEHWIA

YnakoBKa

XapakTepucTyKy hnakoHOB C KOHTPO/bHLIM MaTepUaiom:
MepBuyHasa ynakoska: (hnakoH

CbiBOpoTKa KOHTposbHas | (PCACOV2S1),
KpbILLKA (hTaKOHa XXeNToro LseTa

CbIBOpOTKA KOHTPO/bHasA 2 (PC ACOV2S2). (hnakoH - KpbILLKa
(hflaKkoHa KOPUYHEBOTO LBeTa

Matepuian: nakoH NONU3TUMEH, KPbILLKA - NMOAUMPONUIEH
Pasmepbl (BbicoTa/ana.MeTp): 50,5 Mm £ 0,3Mm / 14,5 Mm £ 0.1MM
TonwmHa CTeHKM nakoHa - He MeHee 0,5 Mm

Tun pa3mMeLLieHns Ha Npubope: NOMeLLaeTes B AUCK ang 06pasLos
(ans oMCKOBBLIX aHaNIM3aTopPOB) WM B LLITATUB A1 KOHTPOSIA
KayecTsa

MeTog, 3abopa: acnupauus

(hnakoH -

abapuTHble pasmepbl Kpbiluek (h1akoHOB:
Xentas KpblLWKa:

[nvHa (Bceld KpbiwkK): 17,6MM + 0,2MM
LLInpvHa (Bceld Kpbiwkn): 17.6MM + 0,2MM
BbicoTa (Bceit KpbliLwku): 13.6MM
KopuuyHeBas KpbllKa

2020-09, V 1.0 Pycckuii
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[nvHa (Bceid Kpbiwkn): 17.6MM * 0,2MM
LLInpvHa (Bceld Kpbilwku): 17,6MM £ 0,2MM
BbicoTa (BCell KpbilwKKM): 13,6MM

Bce pasmepHble [OMYCKU BbIMOMHEHbI cOrnacHo* 1SO 2768-mk.
I1SO 8015 1 DIN 16901-150.

BTopnyHas ynakoBKa: KapTOHHasA KOpoOKa, pasmepbl (O4amMHa X
LUMpKHA x BbICcOTa) He 6oniee: 126 MM X 90 MM X 68 MM.

Bec: He 6onee 87 1

YnakoBka wu3fenvs obecneumBaeT [AOCTaTOYHYK 3alwMTy OT
MEXaHWYECKNX, KMMATUYeCKMX BO3AEWCTBUIA NpU  YCIOBWM
cobMIofieHNs  MpaBun  TPaHCMOPTUPOBKU.  3genve  ynakoBaHo
repMeTyHO.

Mapkuposka

3TUKETKM W MPOLECC MapKMPOBKN COOTBETCTBYHOT CEPUIAHBIM
craHgaptam EN ISO 18113-1, ISO 18113-2, EN ISO 15223-1.

B cootBetctBun ¢ ANPEKTUBAMW EC Roche Diagnostics
MCMONb3YET CNeaytoLLye CUMBOIbI U 3HAKW:

Cvimson OnpepenexHune CumBon OnpepgeneHve
BHumaHne.  cwm.
Howep WHCTPYKUMIO 1O
KaTasory PyKL
MPUMEHEHIO
OnacHocTb A
Mpown3soauTtens Al
3710pOBbA
X
Copfepxummoe
(wrTar R-kO
Habopa Q A
Tonbko ans
|VD [MAarHocTMKA  in Homep nota
vitro
( C 3Hak CE CpoK rogHocTu
3HaK
o [Jara
61onornyeckom |w I
M3roToB/EHUS
onacHocTU
"no6anbHbIin
TemnepaTypHble HOMED  TIDeAMETa
OrpaH1yeHNs GTIN P Npeq
TOProBx

MapKkupoBKa KapTOHHOI ynaKoBKM

HanmeHoBaHue

Homep no karanory

HasBaHuve 1 agpec Npoun3BoanTesNs

CTpaHa nponcxoXaeHus

Koabl onacHocTn (H317. P261. P272, P280. P333-bP313.
P362+P364, P501)

Cocrtas

O603HaueH1e, YTO U3genve npegHasHaueHo ToMbKO s
[MarHocTMKK in vitro

CE-mapkupoBka

3HaK 61010rMYecKoli OMacHOCTM

0. TemnepaTypHble orpaHUYeHNs

MpegynpexaeHue: CM. UHCTPYKLUMIO MO NPUMEHEHUIO,
CCbI/IKA Ha 3M1IEKTPOHHYH UHCTPYKLMIO Ha PYCCKOM fA3blKe
. 3Hak: OnacHOCTb Ans 340P0BbA

13. QR-kog

14, Howmep nota

15. Cpok rogHocTu

16. [aTa n3rotoeneHus

gD
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MpunoxeHue 1. Pasgen npegHasHayeH cnewunanbHO ANs UHCTPYKLMM NO NPUMEHEHUI0 Ha PYCCKOM si3blKe

17.  YcnoBHoe 0603HaueHue: 'nobanbHbIii HOMepP NpegMeTa
Toprosn (GTIN)
18 Nlorotvn npou3soanTens

MapkupoBka hnakoHOB

HanmeHoBaHue

KatanioxHblii Homep

Cpok rogHoctu

Howmep nota

3HaK 610MI0rNYecKoii 0NacHoCTH
LLtpux kog

o U WN

MakeT MapKUpOBKM Ha pycckom

Habop KOHTPONbHbLIX CbIBOPOTOK M1 KOHTPONA Kavectsa
onpefeneHns o6wHx aHTtuten Ig.M/1gG Kk SARS-CoV-2 B
CbIBOPOTKE W HMAaTME KPOBU WMMYHOXEMUIOMUHECLEHTHBIM
METOZIOM /191 aHanM3aTopoB W Mogynei VMMYHOXUMUYECKUX
cobas e (PreciControl .\nti-S.ARS-C:0V-2 S cobas e analyzers). /
JloT: 55479701, B cocTaBe:

1 CbiBOpoTKa KOHTponbHas | (PCACOV2S1). dnakoH.
obbeMm 1mn- 2 wr.;
2. CblBOpOTKa KOHTposibHas 2 (PC ACOV2.S2). dnakoH.

o6bem | mn- 2 wr.;
3. VHCTPYKLMA MO NPUMEHEHUIO
4. MacnopT NPUCBOEHHbIX 3HAYEeHWI

PerncrpanHonHoe yaoctosepeHue .N». oT
CpOK roiHOCTW CM. Ha XMakoBke
TemnepaTypa XpaHeHusi CM. Ha ynakoBke
Howmep noTa cM. Ha ynakoske

AHTMTENa K BUY 1, 2 un Bupycy
oTcyTes BYHOT

Cofepxallaa fHTH-8.AB8-Co\'-2 aHTUTeNna CbIBOPOTKA KPOBW,
1cnonb3oBaHHas ons NpUroToB/IeHNs KOHTPO/IbHOIO
mMarepviana MonoXWUTeNbHOrO YPOBHS, Oblna WHaKTUBMpOBaHa
HarpesaHneM B TedeHne 30 MUHYT nNpu 56 °C.

Mpoussogutens:  «Roche  Diagnostics GmbH»  ("Pow
[unarHoctnke TM6X"), Sandhofer Strasse 116, 68305 Mannheim,
Germany, l'epmaHus

W3penve npegHasHayeHo TOMIbKO 4N1s ANArHOCTUKK in vitro
3'NONHOMOYEHHb IV npepcrasuTesb npoussoamnTens Ha
Tepputopun P®: OG6LWECTBO C OrpaHUYEHHOK OTBETCTBEHHOCTbIO
«Pow AunarHoctuka Pyc» (OOO «Pow [AuarHoctuka Pyc»), 107031.
MockBa. Tpy6bHan nnowgagnb, 4.2 Ten: +7 495 229-69-99. chakc: +7
495 229-62-64. E-mail: moscovv.reception_dia@roche.com

renatuta C H HBSAg

Kat. Homep 09289313190

Tpe6oBaHNA K MapKMpPOBKe TPynnoBoii YyNnakoBKu
(TPaHCNOPTHOI Taphkl), yCTAHOBNEHHbIE U3rOTOBUTENEM

ToBap C TPaHCMOPTHOW (rpynnoBoii) MapKWUPOBKOW YMakoBKY
UCTMOMb3yeTC  TOMbKO [N MEpeMelleHUs  W3fenns ¢
NPOW3BOACTBEHHON  MoWaAKM [0  COGCTBEHHOrO  CKiaja
NPOV3BOAUTENS Ha TEPPUTOPUM CTPaHbl U3rOTOBWTENS. T.0. TOBap
C TPaHCMOPTHOWM MapKUPOBKO He MOCTAB/ISETCA Ha TEPPUTOPUIO
P®. Ha TpaHCMOPTHO MapKUpOBKE YKasaHbl — CBEfEHWS),
VIMEIOLLMECS HA PETyNsPHO MapKvMpoBKe, B TOM uiucne fata
MpPOW3BO/CTBA NPOAYKTa (PUKCUPOBaHA.

YCNnoBuUs TPaHCNOPTUPOBKHU
Mepes OTNpaBKO/ C 3aBOAA MPOAYKT MPOXOAMT KOHTPO/bHbIE

npoBepku.  MeXyHapoaHble CMMBO/bI  Ha  YMakoBKE W
creyuasibHble  VHCTPYKUMM N0 OGPAallEHWIO  YKasblBaloT
TPaHCMOPTUPOBLLMKY, KaK ChefyeT o06paateCsi € 3TUM

MPOAYKTOM. [Mpy MOMyYeHU NPOAYKTa BHUMATE/IbHO OCMOTPUTE
ynakoBky. [py Hanmumu NoGbIX  CMEfOB  HEMPaBW/ILHOTO
06paLLeHNsl UK NOBPEXIEHUS HEMEL/IEHHO 0BPaTUTECh B OTZEN
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06CNyXK1BaHMA KMEHTOB KoMnaHun «Roche Diagnostics GmbH»
("Pout  AuarHoctuke M6X") wm K  pervoHabHOMY
MOCTaBLLWKY.

TpaHCMOPTMPOBKa OCYLLECTB/ISETCA BCEMM BUAaMU TpaHCMopTa B
KPbITbIX TPAHCMOPTHbIX CPeACTBax B COOTBETCTBWW' C NpaBM/IaMm

MepeBO3KM  FPy30B, [JEWCTBYIOLMMM  HA  KaXaoMm  Buge
TpaHcropTa. Temneparypa npu TpaHcrnopTuposke 2-8°C.
Crepunusauunsa

M3genve  mocTaBnseTcA  HecTepubHbIM. - He  nognexxut
NOBTOPHOMY MCNO/b30BaHNIO nvinm cTepunm3aumm
NnoNL30BaTENEM.

Tp86OBaHMH K OXpaHe 0pr>|<ar0m,e|7| cpenbl

MeZAMLMHCKOe U3[enue Mpy UCMOMb30BaHUK, TPAHCMOPTUPOBKE 1
XpaHeHUM He OKa3blBAaeT HEraTMBHOMO BO3AEWCTBUS HA YenoBeka
1 OKpY>KatoLLly t0 Cpefly Mpu CO6MIOAEHNN YCIOBUIA NPYMEHEHNS
1 Mep NPefOCTOPOXKHOCTM, YKa3aHHbIX B UHCTPYKLAW.

Ytununsauusa

Bo u3bexxaHne BO3MOXHOIO 3arpsis3HEHUS OKPY>Katoleil cpefpl
Habop KOHTPO/bHLIX CbIBOPOTOK C UCTEKLWMM CPOKOM FOAHOCTH,
a Talke OTXOfpbl, WCMOMb30BAHHbIX PEareHToB, AOMKHbI
YTUIN3MPOBATLCA B COOTBETCTBUM c MECTHbIMM
rocyfapCTBeHHbIMW W/ WM 6ONbHUYHBIMWA  HOPMATWBHBLIMM
Tpe6oBaHUAMM.

MpaBunbHOE YHUUTOXEHWE W yTUnmn3auma OyaeT NOALepKVBaTH
COXpaHeHvie MPUPOAHBLIX PECYPCOB W COAENCTBOBATb  3aluuTe
3/10P0OBbA YeoBeKa 1 OKPY>KatoLLieli cpefpl.

YTunusaymna otxonoB ynakoBKuU.

YnakoBka npofykumn «Roche Diagnostics GmbH» ("Pow
OuarHoctuke T'm6X") paspaboTaHa C LUeMbl0  CBeEHUS K
MUHUMYMY 3arps3HeHVs OKpYXKatoLLei cpedbl Mpy COXpaHeHWn
LIeNIOCTHOCTU NPOAYKTa BO BPEMSA TPAHCMOPTUPOBKN U XPaHeHWs.
YNakoBOYHbIE OTXOAbl [O/MKHbI YTUIN3MPOBATECA B MECTHbIX
MyHKTax cbopa ynakoBky, B CMeLMann3poBaHHbIe KOHTENHEpbI,
pacrnonoXeHHble B MyHULMNaIMTETAX.
YTMHMSauMﬂ n3penma Cc WUCTEKWUM
0TX0A0B, UCNOJ/Ib30BaHHbIX peareHToB.
Mpn yTUAN3aLUN U YHUHTOXKEHUN W3AEMNIA C UCTEKLLMM CPOKOM
rofHOCTW, a TaKke OTXOf0B, WCMO/Mb30BaHHbLIX peareHToB,
Heo6X0AMMO [eliCTBOBATb B COOTBETCTBUM C TUMMEHUYECKUMM
Hopmarvisamu " Criefosatb ohrLaIbHbIM
VHCTPYKLUMAM M0 YTUMN3aLUUA U YHUYTOXEHNIO  MOTEHUMaIbHO
WH(EKLMOHHOTO M XMMUWYECKOro Martepuana, MpUHATbIM - Ha
TeppuTopmu Poccuiickoin ®eaepaumn v B gaHHoM JTTY.
KntoueBbIMM  BOMPOCAMU B CTpaTEruy  yrpasneHus 0TXofamu
ABMAETCA OMTUMM3aUMA TaKTUK W MOAXOAOB K  KOHEYHbIM
MPOAYKTaM, a TaKke MWUHUMMW3AUMA BO3MOXHOTO 3arpsisHeHus
OKpY>KatoLLielt cpefp!.

CPOKOM TroAHOCTU WM

Bonee  nogpoGHYld  MHAOPMAUMI0  MOXHO — MOMYYnTb Y
MPOU3BOANTENS /  yno/HOMOYEHHOr0 npeacTaBuUTeNs
MPOU3BOAMTENS.

YTuamsaums foMKHa NPOBOAWTLCS B COOTBETCTBUM C MECTHBIMY
HOpMamu  3aKOHOfATENbCTBA, & TakKe B COOTBETCTBUM C
MPOTOKOMaMU MEAMLMHCKOTO YUPEXAEHWs, Tae UCMOMb3yHTCS
JaHHble MeVLMHCKIE W3LENUs.

He yTnnu3npoBsarb COBMECTHO C ObITOBbIMM OTXOAAMM.

rapaHtuiiHble 06s3aTeNbCTBA

MpownssogmTens (komnaHua «Roche Diagnostics GmbH» (“PoLu
[OuarHoctnke Mv6X™)) rapaHTUpyeT, YTO U3denne COOTBETCTBYET
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MpunoxeHue 1 Pasgen npefHasHauyeH cCreyuanbHoO A1 MHCTPYKUUU MO MPUMEHEHUIO HAa PYCCKOM S3blKe

cneundmKaumsaM, 3asBNeHHbIM Ha  3TWKeTke. [pousBoauTENb
HeceT OTBETCTBEHHOCTb 3a PaboTy W3LenUi TOMbKO B CMyyae UX
NPaBUILHOTO MCMO/b30BaHKS B COOTBETCTBUM C UHCTPYKLMEN, a
TaloKe COB/IIOLEHS NPaBU/ XPaHEHUS 1 TPAHCTIOPTUPOBKM.

W3penus fOMKHBLI UCMO/b30BaThCS TOMBKO [0 MCTEUYEHUs CpoKa
FOAHOCTY, KOTOPbIN YKa3aH Ha YMaKoBKe.

HACTOAWAA OIMPAHNYEHHAA TAPAHTUA 3AMEHAET
COBOWI VHbIE FTAPAHTUN. OAHO3HAYHO
BbIPAXXEHHbLIE WA TMOAPA3YMEBAEMBIE. BK/IHOYAA
NOBYHO NMOAPA3YMEBAEMYHO FTAPAHTUIO
MPNTOOHOCTN OnA KOMMEPYECKOI'O
NCIOMb3OBAHNA WV ANA JIIOBOV  HOW LIENNA.
KOMMNAHNA ROCHE DIAGNOSTICS GmbH HE HECET
OTBETCTBEHHOCTW 3A CNYUYAMHLIE. HEMPAMBIE,
CNEUNANBHBIE NN KOCBEHHBIE YBEbITKA.

Mo Bompocam, CBA3aHHLIM C Ka4YeCTBOM W3eNMiA, a Takke C WX
pa6oToi, HY)XHO  obpaLarbes K  YNOMHOMOYeHHOMY
NpefCcTaBUTENO NPOU3BOAUTENS Ha TeppuTopun Pd:

O6LecTBO  C  OrpaHWYEHHON  OTBETCTBEHHOCTbIO  «PoLl
[OuarHoctuka Pyc» (OOO «Powy [AwuarHoctuka Pyc»), 107031,
Mocksa, Tpy6Has nnowagp, 4.2. Ten.. (495) 229-69-99, dakc:
(495) 229-62-64

MpeTeH3nmn no KavecTBy (peknamayus)

MopsiZok NpegbsiBMeHWs peknaMauniA U OTBETOB Ha  HWX
Perynvpyetcsi — rpaX@aHCKUM — MpaBoM.  Peknamauus  MOXeT
MpeabsBAsATbCA  TOMBKO MO TakMM  BOMpOCaM, KOTOpble  He

SBASANCL MPEAMETOM MPUEMKU  TOBapa,
COOTBETCTBUW C YCNOBUSIMI [JOrOBOpA.

Mo BceM BOMpOCaM, CBS3aHHLIM C OGCIY>MBAHUEM W3ENNS,
Heo6X0AMMO 06pPaTUTLCS K YTMO/THOMOYEHHOMY MPeSCTaBUTENHO
MPOU3BOAVTENS.

B cnyuvae peknamauun 06pallaThCs K MPOW3BOAMTENO U / win
YNOSHOMOYEHHOMY MPEACTaBUTENIO MPOU3BOAUTES.

Mpov3BeJeHHON B

Mpown3ssoauTens:

«Roche Diagnostics GmbH» ("Poww AunarHoctuke MoX")
Sandhofer Strasse 116. 68305 Mannheim. Germany

Ten.: +49 621 759 0: dakc: +49 621 759 2890

YNONHOMOYEHHBIV NpefcTaBuUTeNb NPOM3BOANUTENS:
O6LlecTBO € OrpaHUYeHHON  OTBETCTBEHHOCTbIO
[OunarHocTuka Pyc» (OO0 «Pouy, AnarHocTrka Pyc»)
107031. Mocksa. Tpy6Has nnowagb, 4.2

Ten,: +7 495 229-69-99, dhakc: +7 495 229-62-64*

«Pol

*T1pnmeyaHue;

AHaIM3aTopbl ¥ MOLAYNM MMMYHOXMMUYECKUE cobas €:
AHanusatop VIMMYHOXVIMWUYECKMIA
3/IEKTPOXEMUIIOMUHECLEHTHBI  Cobas e 411  (rack/disk) c
NpyHagneXxHocTamu, npoussoacTea "Pow AnarHoctuke MmoX".

[epmaHus,  peructpaumoHHoe — ygoctosepeHne  Ne  @C3
2007/00478

Mnatdopma Mofy/NbHas ona BGMOXMMUYECKOTO n
MMMYHOXMMUYeCKoro aHanmsa "kobac 8000" (cobas 8000) B
pasNnyUHbIX KOH(Urypaumsx. c MPUHALIEXHOCTAMY,
npoussogctBa  "Pow  AuarHoctuke  'm6X",  epmaHus,

peructpaumoHHoe yaoctosepeHne Ne dC3 2012/12764, (cocTouT
u3 moayneii cobas ¢502/701/702 u cobas e602. €801)

Mnatthopma MOy bHas ons 6MOXMMUYECKOTO "
MMMYHOXUMUYecKoro aHanmsa “"Kobac 6000" (Cobas 6000) B

2020-09, V 1.0 Pycckuit

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

pasnUyHbIX KOH(Urypaumsx, c NPUHALIEXHOCTAMY,
npomssogctBa  "Pou,  AuarHoctmke  TmM6X".  [epmaHus,
perucTtpaumoHHoe yaoctoepeHue Ne P3H 2015/3050 (cocTouT u3
mogyneii cobas c501 u cobas e601)

Vcnonb3yeTcs COBMECTHO C:

PeareHTbl B.KacceTe N KONMYECTBEHHOrO OMpeeneHns 06Lwmx
aHTuTen IgM/IgG K SARS-CoV-2
VUMMYHOXEMWUTIOMUHECLIEHTHBIM METOLOM B CbIBOPOTKE W M/a3ve
KpPOBM Ha aHanu3atopax W MoAynsax MMMYHOXMMUYECKUX cobas e
(Eleesys Anti SARS-CoV-2 S cobas e analyzers/ACOV2S), 200
TecToB, npoussoAcTsa "Powy, AuarHocTvke MvoX", MepmaHus
PeareHTbl B KacceTe [/11 KONMYECTBEHHOrO OnpefeneHms o6LLmx
aHTuTen IgM/1gG K SARS-CoV-2
VUMMYHOXEMUTIOMUHECLEHTHBIM METOZIOM B CbIBOPOTKE U MN/a3mMe
KPOBM Ha MOAYNsX MMMyHOXumu4yeckux cobas e (Eleesys Anti
SARS-CoV-2 S cobas e analyzerssACOV2S), 300 TecToOB,
npoussofcTea "Pow AunarHoctrke M6X", MepmaHus

Habop kanmbpaTopos And KOMMYECTBEHHOTO OMpeseneHms obLLmX
aHtuten IgM/IgG K SARS-CoV-2 B CbIBOPOTKE W Mfa3Me KpoBu
VUMMYHOXEMWUTIOMVHECLIEHTHBLIM  METOAOM Ha aHanusatopax W
MOLYNAX UMMYHOXMMUYecKnX cobas e (CalSet Anti-SARS-CoV-2
S cobas e analyzers), npoussozcTea "Pouy AuarHoctuke MveX".
[epmaHus
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