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Pycckuii

HasHaueHve

Habop KoHTponbHbIX MaTepnanos PreciControl Anti-SARS-CoV-2 S
npefHasHaueH 19 KOHTPO/I KavecTsa MMMyHoTecTa

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

TeopeTnueckoe 060cHOBaHNe

KoHTponbHble MaTepuans! PreciControl Anti-SARS-CoV-2 S npeactaBnsitoT
€o60li rOTOBYO K MPUMEHEHWIO KOHTPO/IbHYIO CbIBOPOTKY Ha OCHOBE
CbIBOPOTKY KPOBW YenioBeka. KOHTPO/bHblE MaTepuasibl UCMOMNb3YOTCA 18
MOHUTOPUHra TOYHOCTU MMMyHOTecTa Elecsys Anti-SARS-CoV-2 S.

PeareHTbl — pabouune pacTBoOpbl

e PC ACOV2S1:2 cdhnakoH* B Kaxom 1.0 M1 KOHTPO/NbHOTO MaTepuana
Ha OCHOBE CbIBOPOTKM KPOBU Yesl0BEKa, HEPEaKTUBHOI MO aHTUTenam K
SARS-CoV-2; TPUC™L 6ydhep; KOHCepBaHT.

e PC ACOV2S2: 2 chnakoHa, B Kaxkom 1.0 M/1 KOHTPO/IbHOTO MaTepuana
Ha OCHOBE CbIBOPOTKM KPOBMW YefioBeka, PeakTUBHON Mo aHTUTenam K
SARS-CoV-2; TPUC-6ytep; KOHCepBaHT.

MpumeyaHue: aHanm3aTopsl cobas e 602 1 cobas e 801: KOHTPO/bHbINA

MaTepuan 6ygneT obpabaTbiBaTbCs aHaNM3aTOPOM aBTOMaTUYECKN.

[pyrve aHanm3aTopbl: KOHTPO/IbHbIE MaTepuasibl He CHabXeHbl 3TUKETKamMm

CO LUTPUXKOZAOM U1 MO3TOMY [0/DKHbI 06pabaTbiBaTbCA Kak BHELLUHME

KOHTPO/IbHbIE MaTepuasibl. Bce 3HayeHMs 1 AnanasoHbl TpebyeTcs BBOAUTbL

BpYyu4Hyto. O3HaKoMbTeCh € pa3geniom «KoHTponb kKavecTtsa (KK)» B

PykoBoACTBE onepaTtopa MWW .MHTEPaKTUBHO NMOMOLLY B NPOrpaMMHOM

obecneyeHun npubopa.

KOHTpOsbHble MaTepuabl 6e3 LUITPUXKOAA: B aHAIM3aTop MOXHO BBECTU

TO/NbKO OfJHO LiefIeBOE 3HAUYEHNE 1 Ananas3oH A8 KaKAoro ypoBHsA

KOHTPO/IbHOTO MaTepuana. Lienesble 3Ha4YeHWs A8 KOHKPETHOro nota

peareHTa He06X041MO BBOAWTbL MOBTOPHO KaXKApllii pas, korpa

MCMoNb3yeTcs AaHHbIV /10T peareHTa ¢ pasHbIMK LIeNeBbIMU 3HAYEHUAMUN 1

[vanasoHaMu [J11 KOHTPO/IbHOTO MaTtepuana. [lsa soTa peareHTos ¢

pasHbIMK LIeNIeBbIMU 3HAYEHUAMU W AnanasoHamu [/t KOHTPO/IbHOrO

maTepuana He MOryT UCMOJb30BATLCA OfHOBPEMEHHO B OfiHOI NMOCTaHOBKE.

TouHble LienieBble 3HA4YEHNs U Aranas3oHbl A8 KOHKPETHOro /oTa yKasaHbl
B E/Mn BO BNOXEHHOM (WM AOCTYNHOM B 371EKTPOHHOM BUAe) nacropre
3HAYeHWi1, NpunaraeMom K KacceTe C peareHTamu wm Habopy
KOHTPOJIbHbIX MaTepuanos PreciControl.

Y6eauTech, YTO UCMO/b3YHOTCA MPaBu/ibHbIE 3HAYEHUS.

AHanm3atopsbl cobas e 602 ncobas e 801: TOYHblE LieNieBble 3HAYEHNS U
[manasoHbl yKasaHbl B E/MN 1 JOCTYNHbI Kak B BUAE 3/1EKTPOHHOIO
LUTPUXKOAA, Tak U B BUAe nacrnopTa 3Ha4YeHuWii, NpeaocTaBnsemMoro

yepes cobas link.

O6patnTe BHUMaHMe: MacnopTa 3HauyeHWli Ana aHanusatopa cobas e 801
[OCTYMHbI TONbKO B 31IEKTPOHHOM BuAe vepes cobas link.

a) TPUC = Tpuc(rnapokcumeTnn)aMmmHoMeTaH

LleneBble 3HaYeHNA N guanasoHbl

LieneBble 3Ha4YeHWs 1 fnana3oHbl ONpeaensnmcb U oLeHUBannCh
KomnaHueil Roche. 3T AaHHble GblIW MOMYYeHbl C UCMO/b30BAHNEM
peareHToB TecTa Elecsys Anti-SARS-CoV-2 S 1 aHan13aTopoBs, UMeBLLIMXCA
B H/IMYMN Ha MOMEHT NPOBEAEHUS NCCefoBaHMA.

AHanmsaTopbl cobas e 602 1 cobas e 801: 0GHOB/EHHbIE LieNeBble
3HAYEHUs U AnanasoHbl AOCTYMHbI KaK B 3IEKTPOHHOM LUTPUXKOAE, TaK 1 B
BUAE nacrnopTta 3HayeHuid, NpefocTaBnseMoro Yepes cobas link.

[ipyrvie aHann3aTopbl: KOHTPO/IbHblE 3HAYEHWsI U AnanasoHbl HEOGXOANMO
BBOAWTL BPY4HYt0. bonee nogpo6Has nHopmauyst npuseaeHa B
COOTBETCTBYIOLLEM pa3fene PyKoOBOACTBa onepaTopa.

Ecnun uenesble 3Ha4YEHUs 1 Anana3oHbl KOHTPOS KayecTBa 0GHOBNAOTCA,
[laHHas MHopmauusa nepeaaeTcs yepes WTPUXKOAbI PeareHToB Win
KOHTPO/IbHLIX MaTepuanos (160 NpefocTaBnseTCcs B 3/1eKTPOHHOM BUAE), a
TaloKe B BUAE OMOMHUTENBHOMO NacnopTa 3Ha4eHuid, Npuiaraemoro K
KacceTe C peareHTamu. B aTom nacnopTte 3HaYeHWi ykasaHbl BCe /10TbI
KOHTPO/IbHbIX MaTepuasnoB, K KOTOpPbIM MPUMEHVMbI HOBble 3Ha4YeHus. Eciun
HEKOTOpbIE 13 3TUX 3HAYEHWIA HE MEHSIOTCS, OPUTMHA/IbHBIE 3HAYEHNS,
nepepasaemble Yepe3 CBC (LUTPMXKOZ KOHTPO/IbHOrO Matepuana; Control
Barcode), a Takke ykasaHHble B NacrnopTe 3HaYeHuii, BKIIOYEHHOM B Ha6op
KOHTPO/IbHbIX MaTepuasioB (Wi NPefjocTaB/sSeMOM B 3/1EKTPOHHOM BUAE),
OCTaroTCs [elCTBUTE NbHBIMA.
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cobas®

MonyyeHHble BEMMUMHBI JOMKHbI HAXOAUTLCS B OMPEAENeHHbIX
AmanaszoHax. Ecnun cyllecTByeT TEHAEHUMSA K 3aHWXKEHWIO N 3aBbILIEHUIO
pe3ynbTaToB, UMW NtoGble APYrie OTKNOHEHWS 3a Npesesbl 4oNYCTUMbIX
3HAYEHUA, cneayeT NPOBEpPUTL BCe 3Tarbl aHan3a.

Mpn HeobxoAMMOCTN N3MepeHnsa aHanM3npyemMblx obpasLoB buomaTepvana
nauyveHTa cnegyet NoBTOPUTL.
Kaxgas nabopaTtopus fo/kHa BblpaboTaTb Npasuna, no3sonsoLme

NPUHATL KOPPEKTUPYIOLWME Mepbl B Clyyae, eC/iM 3HaUeHUs! BbIXOAAT 3a
YCTaHOBNEHHbIE NPEeenbl.

Mepbl npeaoCTOPOXHOCTM M nNpefynpexneHna

TonbKo Ana in Vvitro AMarHoCTUKu.

Co6ntosalite 06bluHble Mepbl NPELOCTOPOXHOCTU, HEOBXOAUMbIE MY
paboTe co BCcemMu 1abopaToOpHbIMKU peareHTamm.

YTunusaums Bcex 0TXOA0B [O/MKHA OCYLLEeCTBAATLCA B COOTBETCTBUM C
MECTHbIMW MpaBuIamm.

Macnopt 6e3onacHoOCTV NpeAocTaBnseTcs NPoeccMoHaIbHOMY
nonb30BaTe o No 3anpocy.

3TOT Habop COAEPXKUT KOMMOHEHTBI, Knaccuduumpyemble cneayowmm
o6pa3om B cooTBeTCTBUM € PernameHTom (EC) Ne 1272/2008:

(0]
MpepynpexaeHne

H317 MOXeT BbI3bIBaTb a/lNIEPrUYECKYH0 PeaKLnio KOXW.

Mepbl NpefoCTOPOXHOCTH:

P261 CrapaliTecb He BAbIxaTb Nbib / AbiM / ra3 / TymaH / napbl /
aspo30/u.

P272 3arpsi3HeHHy0 pabouyto oaexay He cnegyeT BbIHOCUTL 3a
npegensi paboyero mecra.

P280 HocuTe 3almTHbIe nepyarku.

OTBeTHble fencTeus:

P333 +P313 T[pu noaBneHUn pasfpakeHus KoXu uam cbinu: O6patutbes
3a MeAMLMHCKOW KOHCY/bTauuel / NoMOLLbO.

P362 +P364 CHMMUTE 3arpsi3HEHHYIO OfEXAy W nocTupalite ee nepes
cnefyoWwmyM UCnob30BaHNeM.

Mepbl NPeAOCTOPOXHOCTU NPU yTUAU3ALMUK:

P501 YTUNN3NPOBATL COAEPKUMOE/KOHTelHep Ha

COOTBETCTBYHLLEM 3aBOAE MO YTUN3ALIMN OTXOLOB.

MapkupoBka 0 6e30nacHOCTM NPoAyKTa COOTBETCTBYeT pykoBoacTBy EU
GHS. r

KOHTaKTHbI TenedoH Ans Bcex cTpaH: +49-621-7590

Bce maTepuasibl 4e/10BEYECKOTO MPOVCXOXKAEHUS [OMKHbI
paccMaTpuBaTbCs Kak MoTeHuuManibHO HULMPOBaHHbIE. Bce mMaTepuassbl,
NoJTlyYeHHbIE U3 KPOBU YesI0BEKa, M3rOTOB/EHbI UCK/HOUMTE/IBHO U3 KPOBU
[IOHOPOB, TECTUPOBAHHbIX B MHAMBUAYa/IbHOM MOPSAKe, Y KOTOPbIX He Gbun
o6Hapy»eHbl NOBEPXHOCTHbIV aHTUreH Bupyca renatuta B (HBsAQ),
aHTuTeNa K Bupycy renatmuta C un Kk BUY. MeTogpl TecTupoBaHuis,
ncnonb3yemble 411 NPOBEAEHNA aHanm3a, 6biin 0f06peHbl YnpasieHem
CLUA no KOHTPO/IO 3a MULLEBLIMU NPOAYKTaMU U NeKapCTBEHHbLIMU
npenapatamu (FDA) WM yTOUHeHbI B COOTBETCTBUN C [AMPEKTUBOIA

EC 98/79/EC, MpunoxeHue I, Cnucok A.

Copepxawaa aHTH-SARS-CoV-2 aHTUTEeNa CbIBOPOTKA KPOBMU,
MCNOMb30BaHHasA /19 NPUroTOB/EHUA KOHTPO/ILHOTO MaTepuana
NOMIOXNTENBHOTO YPOBHSA, Oblfla MHAKTUBMPOBaHa HarpeBaHWeM B TeYeHne
30 mMuHyT npmn 56 °C.

TeM He MeHee, NMOCKO/bKY HU OAWH U3 METOLOB WUCCNefoBaHUsA He
N03BONSET NOIHOCTLIO UCK/KUUTL PUCK MHIULIMPOBaHUS, 06paLlaThes ¢
mMaTepuanamm cnegyeT Tak e akkypaTHO, Kak v ¢ 06pasLom
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GrovaTeprasna nauueHTa. B ciyuae KOHTaKTa ¢ UCTOYHUKOM BO3MOXHOIO
VHMLMPOBaHIA HEOBXOAMMO Clef0BaTh YKasaHWsIM COOTBETCTBYIOLMX
0OpraHoB 34paBOOXpaHeHNst.’ 2

Herba MCMo/b30BaTh KOHTPO/IbHbLIE MaTepUasbl MOC/e OKOHYaHWS
YKa3aHHOrO CPOKa FOAHOCTH.

Crieqyet n3beratb 06pa3oBaHuMsi NeHbl ANa N06bIX TUNOB PeareHToB U
06pasLeB (06pasLpl, KanmbpaTopbl U KOHTPOJIbHbIE MaTepUasbl).

MpurotoBneHne pa6oyero pacTeopa

KOHTpO/bHble MaTepuasibl NOCTaBAATCA FOTOBbIMUA K MPUMEHEHWIO BO
dyiaKoHax, COBMECTUMBIX C CUCTEMOI. KOHTpO/bHbIE MaTepuasibl cnefyeT
OCTaB/HTb Ha 6OPTY aHa/M3aTopa TO/IbKO Ha BPEMS BbINOSHEHUS
npoLeaypbl KOHTPONA KayecTsa. locnie ncnonb3oBaHus (PakoHbl crnefyeT
HeMe//IeHHO 3aKpPbITb Y XPaHWUTb B BEPTUKA/IbHOM MONOXEHWUN MPpK
Temneparype 2-8 °C.

1 M3MepeHnK KOHTPOMBHOrO MaTepuana 6e3 LTPUX-KoAa Ucnonb3yiite
TO/KO PEKOMEH/J0BaHHble NMPO6VPKKM Ana coopa 06pasLioB, BTOPUYHbIE
NPOBUPKY, YCTaHOB/NEHHbIE Ha NMEePBUYHOM NPo6upke, UM NPoGUPKY B
LTaTviBe.

ObpatunTe BHMMaHWe: Ha aTMKeTKu qo1akoHOB U Ha [0MNOJTHUTE bHbIE
3TUKETKM (ECNIM OHW MMEIOTCA) HAHECEH LUTPUXKOZ TOJbKO /15t
aHanusatopoB cobas e 602 ncobas e 801. MomecTuTe hnakoH B
aHa/mM3aTop Kak 06bI4HO.

XpaHeHune n cTabunbHOCTb

XpaHuTb npm 2-8 °C.

CTabu/IbHOCTb KOHTPO/BHOW CbIBOPOTKY:

B HEBCKPLITOM Buae npu 2-8 “6 [0 OKOHYaHUA yKa3aHHOro Cpoka

rogHocTv
nocre BCKPbITUS Npu 2-8 “C 7 oHeit
nocrne BCKpbITUs 1-20 °C
#5“0

21 peHb(monyckaeTcs TONbKO
O[IHOKpaTHOE 3amopaxmBaHue)

Ha 60pTYy aHanM3aTopoB Mnpu
20-25 °C

[0 4 yacos

XpaHuTe KOHTPO/bHbIE MaTepuasibl B BEPTUKANILHOM NOMOXEHUN BO
136exaHue nonagaHusi pacTeopa Ha BHNPEeHHI0 NOBEPXHOCTb KPbILLKY.

CocTaB Habopa
1 PreciControl Anti-SARS-CoV-2 S
Heob6xognmble maTepuans! (He BXOAAT B Habop)

e VIMMyHOXMMUYeCKue aHanu3aTopbl cobas e 1 TecT-cneuuuyHble
peareHTbl

[na 6onee noapoGHOI MHopMaLMK KacaTelbHO AOMOMHUTENbHbIX

HeobXoAVMbIX MaTepuanos obpaliaiiTecb K COOTBETCTBYHOLLMM

MHCTPYKLMAM MO NPUMEHEHWIO TECTOB U PYKOBOACTBY MO/b30BaTeNs Ha

aHanmsaTop.

AHanus

C KOHTPO/IbHLIMU CbIBOPOTKaMK B COBMECTUMbIX C CUCTEMOV hnakoHax co
LUTPMX-KOZammn cnefyeT obpallarbes Takum Xe obpa3om, Kak ¢ obpa3uamm
6uomaTepuana nauveHTa.

Llenesble 3HaYeHUs 1 Ananas3oHbl HEO6X0AMMO BBOAUTL BPYUHYHO (3a
MCKMIOYEHNEM aHanm3aTopoB cobas e 602 n cobas e 801). Bonee
nogpobHas nHhopmaumsa nNpuBefeHa B COOTBETCTBYIOLEM pa3gene
PykoBogcTBa oneparopa.

[lo Havana NpoBeAeHVst N3MepeHnii ybeanTech B TOM, YTO TemMnepartypa
KOHTPO/bHLIX MaTepuanos cooTseTcTyeT 20-25 “C.

KOHTPO/IbHbIE MaTepuasibl AOMKHbI UCMO/b30BATLCS €XXEAHEBHO
napasiienibHo ¢ o6pasLamm GromaTtepuana naumeHTa ans Kaxaoli HoBoi

KacCeTbl PeareHToB, a TakKe KaxkAblii pa3 nocne BbIMOHEHNS Ka/IMGPOBKY.

KOHTPO/bHbIE MHTEpBasIbl M Mpeesbl 4O/MKHbI 6biTb aganTupoBaHbl B
COOTBETCTBUN C UHAMBUAYa/IbHBIMY TPEGOBAHUAMM KaXA0M naGopaTopuu.

Cobriogaiite Bce AeiicTByOWMeE (heaepasibHble N MECTHblE HOPMATUBHbIE
aKTbl, KacatoLLmecs BONpPOCOB KOHTPO/IS KayecTsa.
CnpaBouHas nHgopmayma

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

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

2/2

©)

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.

[na 6onee noapo6HOI MHopmaumy obpalaiiTeck K PykoBoacTBy
ornepaTtopa COOTBETCTBYIOLMX aHaNN3aTOPOB U MHCTPYKLMAM Mo
NPYMEHEHNI0 KO BCEM Heo6X0AUMbIM KOMMOHEeHTaM, UCMOoNb3yeMbIM B
pa6ore.

Touka B JaHHOW MHCTPYKLMM BCErAa UCMOMb3yeTes 415 pasaeneHust
[eCATUYHBIX Pa3psfoB, YTOGLI OTMETUTL TPaHULLY MEXAY LenbiMi 1
[POGHLIMU YaCTAMM AECATUYHOTO Yncna. Pasgenuteny ans rpynn paspsigos
HE MCMoNb3YIoTCS.

CunMBOJIbI

B [OMOSIHEHWNE K NepeymncneHHbIM B cTaHaapTe 1ISO 15223-1, Roche
Diagnostics npuMeHsieT cnegytowne cuMBOsbI 1 3Haku (gna CLUA: cm.
dialog.roche.com ana onpegeneHns Mcrnosb3yeMblX CUMBO/OB):

CocTaB Habopa

[contentl

Isystem! AHanu3aTopbl/Ipnbopsbl, ANSKOTOPLIX MpeAHasHavyeH
[laHHbI Habop peareHToB

[reagent! PeareHT

lcaliBRATOr | Kanubpatop

O6bem nocne BOCCTAHOBNEHUS WK CMELLMBaHMUSA

Homep B cucTeMeMexayHapoLHONTOProBmn

[gtin!

MononHeHns, yAaneHus Wn N3MeHeHNs 0TOGPaXKaloTCA Ha MHAMKATOpe W3MEHEeHWii B NoNsX.

©2020, Roche Diagnostics

CeE
d

Roche Diagnostics GmbH, CaHaxodep WTpacce 116, 0-68305, MaHreiim
www,roche,com

<"Roche”
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cobas

MpunoxeHue 1 Pasfen npefHasHayeH crneuuanbHo AN MHCTPYKLUM N0 NPUMEHEHUI0 HA PYCCKOM si3blke

MokasaHus

Habop KOHTPO/NbHbIX maTepuanoB PreciControl
Anti-SARS-CoV-2 S npegHa3HauyeH Ans KOHTPONs KavecTBa
MMMyHOTECTa Elecsys Anti-SARS-CoV-2 S Ha
MMMYHOXVMUYECKUX aHanmn3aTopax cobas e.

MpoTtuBonokasaHusa
He npumeHnmo. W3penve npegHasHayeHO ANS Nao0PaTOPHON
[NarHoCTUKN.

Mo6ouHble geicTBUSA
He npumeHumo. W3penve npefHasHavyeHo pAns nabopaTopHOl
ONarHoCTUKN.

MakcumanbHblii Ko3th(hMLMEHT Bapuaunm He 6onee 12 %
MexnakoHHas Bapuar™s He 6onee 8%

pH (25 °C)
PC ACOV2S1:8.4-8.6
PC ACOV2S2: 84 - 8.6

MnoTHOCTHL
PC ACOV2S1: 0.923 -1.128 r/cm’
PC ACOV2S2: 0.923 - 1.128 r/cm’

CTtabunnbHOCTb
XpaHnts npu 2-8 °C;”(makcMmanbHO 4 Mecsila C MOMEHTa

NpousBoACTBa, NpU Temnepatype XpaHeHus 2-8 °C. paty
NPOM3BOACTBA CM. Ha YNakKOBKE).

KomnnekT nocTtaBku

Habop KOHTPO/bHbIX CbIBOPOTOK [AN1f  KOHTPONSA  KayecTBa

onpegeneHns obwmx aHtuten IgM/IgG K SARS-CoV-2 B
CbIBOPOTKE W NfasMe KPOBM MMMYHOXEMWUIOMUHECLEHTHbIM
METOLOM [/11 aHaNM3aTopoB W MOAy/neid WMMMYHOXUMUYECKNX
cobas e (PreciControl Anti-SARS-CoV-2 S cobas e analyzers).
Cepusa: LOT 53218001, B cocTase:

I.  CblBOpoTKa KOHTponbHasg 1(PC ACOV2S1), ¢nakoH.
o6beM | mn - 2 Wwr,;
CbiBOpoTKa KoOHTponbHast 2(PC ACOV2S2). dnakoH.

obveM | ma- 2 wr.:
WHCTpYKUMS MO NPUMEHEHUIO
4. TacnopT MPUCBOEHHbIX 3HaYeHWi

w

YnakoBka
XapakTepucTUKN (hNaKOHOB C KOHTPONbHLIM MaTepuanom:
MepBrnYHaa ynakoBka: GnakoH
CbIBOPOTKa  KOHTpO/bHas |
KpblLLKa (h1aKoHa XXenToro Lseta
CblBOpoTKa KoHTponbHas 2 (PC ACOV2S2). hnakoH - KpbllKa
(hn1laKoHa KOPMYHEBOrO LBeTa

Martepuan: hnakoH NOAWATUNEH, KPbILWKa - MOAUNPONUAEH
Paswmepbl (BbicoTa/guameTp): 50.5 mm £ 0.3mm / 14.5 Mm £ 0.1mm
TonwmHa CTeHKN hnakoHa - He MeHee 0.5 Mm

Tun pa3mMelleHns Ha Npubope: NomelLaeTca B AUCK Ana 06pasLioB
(8na ANCKOBbIX aHanM3aToOPOB) WM B LUTATUB A8 KOHTPONA
KayecTBa

MeTog 3a6opa: acnupauus

(PCACOV2SI), ¢nakoH -

[abapuTHble pasmepbl Kpbllek (h1akoOHOB:
Xentaa kpbllWKa:

[nvHa (Bcei KpbiwkK): 17,6mMM + 0,2MM
LLinpuHa (BCel Kpbiwkn): 17,6MM + 0.2MM
BbicoTa (Bceil KpbilKKM): 13.6MMm

KopunuHeBasa Kpbl Ll Ka
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[nvHa (Bcei Kpbiwkmn): 17,6mMm + 0,2MM
LLinpuHa (Bcei Kpbiwkun): 17.6MM + 0.2MM
BbicoTa (BCeit KpbILLKu): 13.6MM

Bce pasmepHble AOMNYCKM BbIMOSIHEHbI cornacHo 1SO 2768-mk.
ISO 8015 n DIN 16901-150.

BTopnyHas ynakoBKa: KapTOHHas Kopob6ka, pasmepbl (4nMHa X
LuMprHa X BbicoTa) He 6onee: 126 Mm X 90 MM X 68 MMm.

Bec: He 6onee 87 1

YnakoBka wu3genns obecneyvBaeT [AOCTATOYHYKO 3aWuTy OT

MEeXaHUYecKmMxX, KNUMATUYECKUX BO3AEHCTBUIA NpU  yCnoBuu
Co6/I0JiEHNs MpaBuUN  TPAHCMOPTUPOBKW. W3aenve ynakoBaHo
repMeTUYHO.

MapkupoBka

JTUKETKM U MpOLECC MapKWpOBKWM COOTBETCTBYHOT CEPUIHBIM
cTaHgaptam EN ISO 18113-1. ISO 18113-2, EN ISO 15223-1.

B cooteetctBun ¢ AUNPEKTUBAMMW EC Roche Diagnostics
1Ccnonb3yeT CnefytoLine CUMBO/bI 1 3HAKU:

CumBon Onpegenexve Cumson Onpegenexve
BHuMaHwue, CM.
Howmep WHCTPYKUMIO MO
Katanory K PyKL
NPUMEHEHNIO
OnacHocTb 1
. . MpounssoanTenb An
in i 340p0BbA
Copepxumoe
Ne TENT Aep QR-Kog
Habopa
Tonbko ons
ND [MArHoCTUKN  in Homep nota
vitro
a 3Hak CE Cpok rofHocTu
3Hak [lata
6monormyeckoi |WJ|
N3roTOB/IEHMA
0rnacHocTu
'no6anbHbIi
TemnepaTypHble HOMED  MDeaMeTa
orpaHuyeHuns GTIN P npea
r TOpProenu

MapkmpoBka KapTOHHOW ynakoBKM
1 HaumeHoBaHuWe
Homep no katanory
HasBaHue v agpec Npon3BOAUTENS
CTpaHa NponcxoXaeHus
Kogbl onacHoctn (H317, P2'61, P272. P280. P333+P313.
P362+P364, P50I)
CocTtas
7. O603HauveHuWe, 4TO U3genne npefHasHauyeHo TONLKO A41A
[AMarHocTuKu in vitro
8 CE-mapkupoBKka
9. 3Hak 6M0NOrMYecKoi onacHoCTu
10. TemnepaTypHble OrpaHnyeHuns
1. npeaynpexgeHve: cM. MHCTPYKLMIO MO NPUMEHEHMIO,
CCbI/IKa Ha 3N1IEKTPOHHYI0 UHCTPYKLMIO Ha PYCCKOM fi3blke
12, 3Hak: OnacHoCTb Ans 340p0BbA
13 QR - «kop
14 Howmep nota
15. Cpok rogHocTH
16. [ara n3rotoeneHus

S IENERRN

o
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17. YcnoBHoe 0603HayeHmMe: 'nobanbHbIA HOMep npegMmeTa
Toproenu (GTIN)
18 Jlorotvn npoussoauTens

MapkupoBka o 1akoHOB
1 HaumeHoBaHMe

2. KartanoxHblin Homep

3. Cpok rogHocTu

4. Homep nota

5. 3Hak 610N0rnMYecKoin onacHoOCTK

6. LUTtpmx Kopg
MakeT MapKnpoBKM Ha pycckom A3blKe
Ha6op KOHTPO/NbHbLIX CbLIBOPOTOK ANA KOHTPONSA KayecTBa
onpegenenns ob6wux aHTuten IgM/IgG Kk SARS-CoV-2 B

cblBOpoTKe K nnasxle "poBH HMMYHOXEMUIOMWUHECLEHTHbIM
MeTOAOM [ANA aHanu3aTopoB W MoAyneil MMMYHOXUMWUYECKUX
cobas e (PreciControl .\nti-S.ARS-CoV-2 S cobas e analyzers).
Cepusa: LOT 53218001, B cocTaBse:
1  CbIBOpPOTKa KOHTPO/bHasA
obbeM 1mn- 2 wr,;
2. CbiBopoTKa KoHTponbHas 2 (PC ACOV2S2), (nakoH,
obbeM | M- 2 Wr,;
3. WHCTpyKumMa no npumeHeHWo
4. TlacnopT NpUCBOEHHbIX 3HAYEHWIA

I (PCACOV2S1), nakoH,

PerHcTpanHoHHOe yfoCTOBEpPeHUe X[ oT
CpoK rogHOCTM CM. Ha yrnakoBKe

Temnepatypa XpaHeHUs CM. Ha yrnakoBKe

Homep noTa cMm. Ha yrnakoBke
mAHTMTENAa K BUY 1,2 n
OTCYTCTBYIOT,,

Copaepxalias aHTM-8.AB8-Co\'-2 aHTMTena CbIBOPOTKa KPOBM,
ncnonb3oBaHHaa , fA.49 NpUroToBAeHNA KOHTPONbHOTO
maTepuana NOMOXMUTENbHOrO0 YpOBHA, O6blNa MHaKTUBMpPOBaHa
HarpeBaHuem B TeyeHue 30 MUHYT npu 56 °C.

MpownssognTens: «Roche Diagnostics GmbH» ("Pow
AvnarHoctuke Mm6X™), Samlhofer Strasse 116, 68305 Mannheim,
Germany, epmaHus

N3pgenne npegHasHa4yeHo TONbKO ANS AWAFHOCTUKM in vitro
YNONHOMOYEHHbI npefcrasuTens npoussofuntens Ha
Tepputopun Pd: OOLLECTBO C OrPaHWYEHHOW OTBETCTBEHHOCTHIO
«Pow AuarHocTtuka Pyc» (OO0 «Poww AdnarHocTuka Pyc»), 107031,
Mocksa, Tpy6Has nnowagp, 4.2 Ten: +7 495 229-69-99, thakc: +7
495 229-62-64. E-mail: moscovv.reception_dia@roche.com

renatuta Cwu HBsSAg

BUpycy

Kar. Homep 09289313190

Tpe6oBaHUA K MapKUPOBKE rPynnoBOi ynakoBkU
(TpaHCNOPTHOW Tapbl), yCTAHOBNEHHbIE N3TOTOBUTENEM

ToBap C TpaHCMOPTHOM (rpynnoBoil) MapKWPOBKOW YMaKOBKU
ncnonb3yetca TO/IbKO ana nepemeLleHna n3pgenna C
NpoOuM3BOACTBEHHOM  NOWagkM A0  COBCTBEHHOro  CKnaga
NpPou3BOANTENS HA TEPPUTOPMM CTPaHbl M3roToBuTens. T.0. ToBap
C TPaHCMOPTHOW MapKMPOBKOW He MOCTaBASAETCA Ha TeppUTOPUIO
P®. Ha TpaHCMOPTHOM MapKMpOBKE YKasaHbl CBEAEHMS,
MUMEILLMEC Ha PEerynspHoOil MapKupoBKe, B TOM uucne faTa
npon3BoACTBa NPOAYKTa (UKCMpoBaHa.

YCcnoBus TpPaAHCNOPTUPOBKK

Mepea OTNpaBKOA C 3aBOAa NPOAYKT MPOXOAMT KOHTPO/bHbIE
MPOBEPKMU. MexayHapofHble CUMBO/IbI  Ha  YNakoBKE W
cneumnanbHble VHCTPYKLUN no ob6paLleHno YKa3blBalOT
TPaHCMOPTUPOBLLUMKY, KaK cnegyeT obpawarbcsi € 3TUM
npogyktom. Mpy nonyyvyeHUM NpoAyKta BHUMATENIbHO OCMOTpUTE
ynakoBky. [lpn Hannumm N6bIX  CNefjoB  HenpaBWIbHOIO
06pallLeHns Unn noBpeXAeHns HemeaneHHO obpaTuTech B OTAEN
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06CcNyXnBaHMA KAMeHToB KoMnaHmn «Roche Diagnostics GmbH»
("Pow, AunarHoctnke I'M6X"™) wam K permoHanbHoOMy
MOCTaBLLMKY.

TpaHCNOpTUPOBKA OCYLLECTBASIETCA BCEMU BUAaMM TpaHcnopTa B
KPbITbIX TPAHCMOPTHbIX CPeACTBax B COOTBETCTBMU C MpaBuiamu

NepeBO3KM  Tpy30B, [AeWCTBYIOWMUMW  Ha  Kaxiom  Buge
TpaHcropTa. TemnepaTypa npu TpaHcnopTuposke 2-8°C.
Ctepununsaumnsa

V3genne  nmoctaBnfeTcqd  HecTepunbHbIM.  He  nognexur
NOBTOPHOMY 1CMo/b30BaHNI0 nnn cTepunusaumm
nosib30BaTenem.

Tpeb6oBaHMA K OXxpaHe okpyxatu e cpegbl

MeanunHeckoe nsgenve npyu UCMosib30BaHUKU, TPAHCMOPTUPOBKE U
XPaHEHUN He OKa3blBAaeT HEraTMBHOIO BO3AENCTBMS Ha uvesoBeka
N OKpYXatoLLyto cpegy Mpu CO6MOAEHMN YCNOBUIA NPUMEHEHNS
1 Mep NPeaoCcTOPOXHOCTU, YKa3aHHbIX B UHCTPYKLUUN.

Ytnnuszauyunsa

Bo u3bexxaHne BO3MOXHOIO 3arpsi3HEHUs OKpYXKatolleli cpefbl
Habop KOHTPONbHBLIX CbIBOPOTOK [Af1  KOHTPONA  KayecTBa
onpegeneHns obwux aHtuten IgM/IgG Kk SARS-CoV-2 B
CbIBOPOTKE W Mna3Me KPOBM UMMYHOXEMWUTIOMUHECLLEHTHbIM
MeTOAOM [f1 aHann3aTopoB W MoAyne WUMMYHOXUMUYECKUX
cobas e (PreciControl Anti-SARS-CoV-2 S cobas e analyzers).
Cepusi: LOT 53218001 ¢ ucTeKW MM CPOKOM TFOAHOCTU, a TaKkxke
OTXO/bl, NCMONb30BaHHbLIX PeareHToB, AOMKHbI YTUAN3MPOBATLCA
B COOTBETCTBMM C MECTHbIMW [OCYAapPCTBEHHbIMU W [ Wan
60/1bHWUYHBIMW HOPMAaTVBHbIMU TPe6oBaHUAMM.

MpaBWNbHOE YHUUTOXEHME U YTUAM3aLUUsA GyAeT MOXLUePXUBaTb
COXpaHeHWe NPUPOAHbIX PECYpPCOB U COAe/CTBOBaThL 3aliuTe
3[0pOBbA YenoBeKa W OKPYXXaroLLeil cpefpl.

YTVIHI/I3aLI,I/IFI 0TX0A0B ynakoBKUW.

YnakoBka npoaykumnm «Roche Diagnostics GmbH» ("Pom
[OnarHoctnke [I'M6X") paspaboTaHa C UeNMbl CBEAEHMs K
MUHUMYMY 3arpsi3HEHUS OKPYXKaloLLeid cpefbl MpU COXpaHeHWn
LIeNIOCTHOCTM MPOAYKTa BO BPEMsi TPAHCMOPTUPOBKM U XPaHeHUs.
YNaKkoBOYHblE OTXOAbl AO/MKHbI YTUU3MPOBATLCA B MECTHbIX
nyHKTax c6opa ynakoBKM, B CMeLMan3MpoBaHHbIE KOHTelHepsbI,
pacnonoXeHHble B MyHULMNanMTeTax.

Ytnnunszayunsa n3genna € UCTeKWUmm CpOKOM rogHocTn n

0TX0[0B, MCNONMb30BaHHbIX peareHToB.

Mpy yTUAN3aLUA Y YHUUTOXEHUN WU3LENNIA C UCTEKLLMM CPOKOM
rogHOCTW, a TakXe OTXOA0B, WCNONb30BaHHbLIX PeareHTos,
Heob6X0AMMO [eiicTBOBaTb B COOTBETCTBUM C TUTMEHUYECKUMU
HopmMaTvBamu n cnefoBaTb or|)uumanbHbIM
WNHCTPYKUMAM MO YTUAN3ALUUN U YHUUTOXEHUIO  NOTEHLNaNbHO
WH(EKUMOHHOTO WM XMMMYECKOro MaTepuana, MPUHATBIM  Ha
Tepputopmmn Poccuiickoin degepaymmn v B gaHHoM JIMY.
KnoyeBbiMM  BONpocamu B CTpaTervn ynpaefeHWUs 0TXofamu
ABNAETCA ONTUMM3aUMA TaKTUK W MNOAXOLOB K KOHEYHbIM
NpoayKTamM, a TaKKe MWHMMU3ALWUA BO3MOXHOIO 3arps3HeHus
OKpYXXatoLLeii cpedpl.

Bonee  NoApoGHYH  MH(OPMALMIO  MOXKHO  MOMYy4YUTb Y
npoussBoanTeNs / YNOHOMOYEHHOI0 npeacTaBnUTeNs
npou3BoAUTeNS.

YTunuzaums fomkHa NpoBOAUTLCA B COOTBETCTBUM C MECTHbIMY
HOPMamn  3aKOHOAATeNbCTBA, a TaKKe B COOTBETCTBUM C
NPOTOKONAMU MEAMLMHCKOTO YUpeX[eHus, rae MCronb3ytoTcs
[JaHHble MeAULMHCKME U3genus.

He yTnnu3nposatb COBMECTHO C ObITOBbLIMM 0oTXo4aMu.
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["apaHTuiiHble 0653aTeNbCTBA

Mpomnsogutens (komnaHua «Roche Diagnostics GmbH» ("Poww
[uarHoctnke Mm6X")) rapaHTUpyeT, YTO M3Aenme COOTBETCTBYeET
cneunukaumam, 3asBfeHHbIM Ha 3TUKeTKe. [lpousBoguTens
HeceT OTBETCTBEHHOCTb 3a PaboTy W3AeNuii TONbKO B Cay4yae X
npaBW/IbHOrO MCNOMb30BaHWA B COOTBETCTBUM C MHCTPYKLWENH, a
TaKke cOBMIOAEHNA NPaBW XPaHEHWUS U TPAHCMNOPTUPOBKM.
M3genma JoMKHbI MCNOMb30BaThbCA TOMbKO O MCTEYEHUS CpOKa
FOLHOCTW, KOTOpbIA yKa3aH Ha ynakoBKe.

HACTOAWAA OrNrPAHUYEHHAA TAPAHTUA 3AMEHAET
COBOW MHbIE FTAPAHTUWN. OAHO3HAYHO
BbIPAXXEHHBIE W MOAPA3YMEBAEMBbIE. BKJ/THOUYAA
NOBYO MOAPA3YMEBAEMYIO FAPAHTWIO
MPUTOAHOCTU and KOMMEPYECKOI'O
WNCMONb3OBAHUA WAW ana JIKOBOA WMHOW  LIENN.
KOMMNAHNA ROCHE DIAGNOSTICS GmbH HE HECET
OTBETCTBEHHOCTU 3A C/NYYAMHBIE. HEMNPSMBIE,
CNEUNANBHBIE NN KOCBEHHbBIE YBbITKI.

Mo Bonpocam, CBA3aHHLIM C Ka4yeCTBOM M3feNuid, a Takxke C UX
paboToiA. HY>XHO obpaLyatbes K YNONHOMOYeHHOMY
npeLCcTaBUTENO NPOU3BOANTENS Ha Tepputopun Po:

O6WecTBO € OrpaHUYEHHON  OTBETCTBEHHOCTbIO  «PoLly
[narHoctuka Pyc» (OOO «Pow, [uarHoctuka Pyc»), 107031
MockBa, Tpy6Hasa nnowagb, A.2. Ten.. (495) 229-69-99. dakc:
(495)229-62-64

MpeTeH3MM Mo KauyecTBy (pekiamaums)

MopsiAoK NpeabsBieHUs peknamauuii 1M OTBETOB HAa  HUX
perynupyetcs rpaiaHCKUM  NpasoM. Peknamauus — MOXeT
NpeabsBNATLCA TOMbKO MO TakMM  BOMpocam, KOTopble  He

SBNANNCL MPeAMETOM MPUEMKW ToBapa, MPOU3BEAEHHON B
COOTBETCTBMM C YCNOBUSIMM [I0T0BOPA.

Mo Bcem BOMpocaMm, CBA3aHHbIM C OGCNY)XUBAHWEM W3fenus,
HEo6X0AMMO 06pPaTUTLC K YMONHOMOYEHHOMY MPEACTaBUTENO
npou3BoaMTENS.

B cnydyae peknamauuu o6pauliatbCs K npousBoauTento u / wam

YNONHOMOYEHHOMY NpPeACTaBUTENNHO NMPONU3BOAUTENSA.

Mpoun3ssoauTeNs:

«Roche Diagnostics GmbH» ("Powy, AnarHoctuke Mi6X")
Sandhofer Strasse 116, 68305 Mannheim, Germany

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

YNONHOMOYEHHbIW NpeicTaBuTe/lb NPOU3BOANTENSA:
OO6LlecTBO € OrpaHWYeHHOl  OTBETCTBEHHOCTbLIO
[unarHoctuka Pyc» (OO0 «Pow [marHoctrka Pyc»)
107031. Mocksa. Tpy6Haa nnowafb, 4.2

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

«PoLwu

*TpumeyaHue:

AHanusatopbl ¥ MOGYIM UMMYHOXMMUYECKMe cobas e:
AHanusarop VMMYHOXVMUYECKINIA
3M1EKTPOXEMUIOMUHECLEHTHbIA Cobas e 411 (rack/disk) c
NpuUHaaneXxxHocTamMy, npoussogcTea "Powl [uarHocTuke
m6X", epmaHus, peructpauyuoHHoe ygoctoBepeHune Ne
®C3 2007/00478

Mnatdopma  MogynbHaa  Ansa  GMOXMMWYECKOTO  ”
NMMYHOXMMMWYECKOro aHanmsa "kobac 8000" (cobas 8000) B
pasfMYHbIX  KOHQUrypauusax, €  NPUHASIEXHOCTAMMY,
npoussoactea "Pow [uarHoctmke [I'm6X", [epmaHus,
pernctpaymoHHoe ypoctoBepeHne No @®C3 2012/12764,
(cocTout 13 mogyneii cobas ¢502/701/702 u cobas e602)
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Mnatchopma  MofynbHas  Ansd  GUMOXUMMWYECKOTO U
NMMYHOXMMMYeckoro aHanusa "Kobac 6000" (Cobas 6000)

B Pa3NMyHbIX KOHUrypaumsx, C MPUHALNEXHOCTAMM,
npomssoactea "Pow [uarHoctuke [mM6X", [epmaHus,
peructpaynoHHoe ygoctoBepeHme Ne P3H 2015/3050

(coctouTt u3 mogyneii cobas c501 n cobas e601)

Vcnonb3yetcsa COBMECTHO C:
PeareHTbl B kacceTe An8 KOMMYECTBEHHOro onpefeneHus o6Lmx
aHTuUTen IgM/1gG K SARS-CoV-2
UMMYHOXEMUTIOMUHECLLEHTHLIM METOAOM B CbIBOPOTKE W Miasme
KPOBM Ha aHanmsatopax WM MOAyNnsx UMMYHOXMMUYECKMX cobas e
(Eleesys Anti SARS-CoV-2 S cobas e analyzerssACOV2S). 200
TectoB.  Cepus: LOT 51639401. npowusBoacTtBa  “Polu
[unarHoctuke Mv6X", MepmaHns

Habop kanubpaTopoB A/ KONMYECTBEHHOTO ONpeAeneHns 0bLLmx
aHTuTen IgMHgG k SARS-CoV-2 B CbIBOPOTKE W MNJjia3me Kposwu
UMMYHOXEMUSTIOMUHECLLEHTHLIM  METOLOM Ha aHanu3aTopax W
MoAyNax MMMYHOXMMmuyeckmx cobas e (CalSet Anti-SARS-CoV-2
S cobas e analyzers). Cepusi: LOT 51336001, npomssogcTsa "PoLu
[unarHoctuke Mm6X", MepmaHns
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