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Pycckuii

HasHaueHvie

PactBop SARS-CoV-2 Extraction Solution C npegHa3HaueH g5 CHUXeHs
BUMPYCHOI Harpy3sku B o6pasLiax, 3/1toMpoBaHHbIX B TPAHCMOPTHOI Cpese,
[y nenonb3oBaHus ¢ Tectom Elecsys SARS-CoV-2 Antigen.

PeareHTbl — pabouue pacTBOpbI

m 1 6yTbib, 500 mn pacTBopa SARS-CoV-2 Extraction Solution C
Ha ocHoBe HEPES'i 6ycbepa, pH 7.1, coaepxallero KOHCEepBaHTbl,
X/I0PWA HaTpUsi, AETEPreHT

a) HEPES = (4-(2-rupoKcunaTnn)*nunepasmH)-sTaHcynb(hoHoBas Kucnota

Mepb! NPeoCTOPOXKHOCTM 1 NPeaynpPeXxaeHs
ToNbKO /151 NPOCHECCMOHANBHOTO UCMO/b30BAHMS.

Tonbko Ans in Vitro AMarHoCTUK.
Cobntogaiite 06bl4HbIE MEPbI NPEAOCTOPOXHOCTH, HEOOXOANMbIE NpK
paboTe co BCemu 1aGopaTopHbIMU peareHTamm.

ObpaLyaiitech ¢ 30HAOM-TaMNOHOM W TPAHCMOPTHOIA Cpeaoii B
COOTBETCTBUM C PEKOMEHAALNAMY MO 61OBE30NACHOCTI Kak [0, TaK U
nocne gobasnenns pactopa SARS-CoV-2 Extraction Solution
YTUM3aLms BCEX OTXOA0B O/MKHA OCYLLECTB/ATLCA B COOTBETCTBUM C
MECTHbIMM NpaBu/Iamm.

MacnopT 6e30nacHoCTI NpefocTaBnsieTcst NpoecCUoHaIbHOMY
nonb30BaTeo Mo 3anpocy.

3T0T HABOP COAEPXKNT KOMMOHEHTbI, KNACCUhMLMpYeMble CeayHoLLM
06pasom B cootBeTCTBUM C Pernamertom (EC) Ne 1272/2008:

2-MeTun-2H-130T1a30n-3-0Ha rtuapoxIopus,

Mpenynpexaexue

H317 MoXeT BbI3blBaTb a/11ePruYecKyr PeakLuio KOXu.

Mepb! MPeLOCTOPOXKHOCTM:

p261 Crapaiitecb He BAbIxaTb Mbiib / AbIM / ra3 / TymaH / napbl /
a3po3o/nt.

p272 3arpssHeHHyo pabouyo OfeXAY He CliefyeT BbIHOCUTH 3a

npesiensl paboyero MecTa.

P280 HocuTe 3awuTHble nepyaTku.
OTBETHbIE AECTBUSA:

P333 + P313 T[lpu NOSIBNEHNM pa3apaxeHus KOXn uim coini: O6paTuTbes
33 MEAULUMHCKON KOHCYNbTaLuelt / MOMOLLbHO.

P362 + P364 CHumMUTE 3arpsisHEHHYI OAEXAY W NoCcTUpaiiTe ee nepeq,
C/efytoLLUM MCMO/b30BAHNEM.

MepbI NPeOCTOPOXXHOCTY NPW YTUU3aLIMM:

P501 YTUn13npoBaTh COAEPKNMOE/KOHTENHEP Ha
COOTBETCTBYHLLEM 3aBOZE MO YTUIN3ALNN OTXOA0B.

MapkupoBka 0 6e30nacHOCTI NpoJyKTa COOTBETCTBYET PyKOBOACTBY EU

GHS.

KoHTaKTHbI TenechoH Ans Beex CTpaH: +49-621-7590

Cnenyet u3beraTb 06pa3oBaHus NeHbl A1 NH06bIX TUMNOB PeareHToB 1 npob
(06pasLybl, KanMbpaTopbl U KOHTPO/IbHbIE MaTepUab).

[Mpurotoe/eHve paboyero pacteopa
CopepxvmMoe roToBO K NPUMEHEHNIO.
[NepesepHuTe 3 pasa.
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Icontent!
1)( 500 Mn

V136eraiite 06pa3oBaHus NeHbI.

Bce atanbl npurotoseHns paboyero pactBopa A0MKHbI BbINOMHATLCA Npu
KOMHaTHoii Temnepartype (20-25 °C).

[o6asbte 100 mMkn pactBopa SARS-CoV-2 Extraction Solution C Ha
kekaplii M1 06pasLia, B KOTOPOM HEOOXOAUMO CHU3NTL BUPYCHYHO Harpysky.
W xe nepeHecuTe a/IMKBOTY 3/10MPOBAHHOTO 06pasLia B HOBbIA (H/IAKOH
[fo6asbTe pactBop SARS-CoV-2 Extraction Sointion C B COOTHOLLEHMM,
yKazaHHOM BblLLe. [Nepemeluaiite o6paseL, BCTPAXMBasA B TeYeHMe

5 cekyHa,.

lMogoxaute He MeHee 30 MUHYT [N CHKEHWS BUPYCHOW Harpysku.
Yaanute 30H4-TaMMOH, NPUXUMAs K CTeHKe Npobupky, YTobbl U3BNEYL U3
HEro XWAKOCTb. YTUNU3NPYWTE MCNONb30BAHHBIA 30HA-TAMMNOH B KOHTENHEP
ans cbopa B1ONOrNYecKM OnacHbIX OTXOL0B.

[Nl BBINOMHEHNA M3MEPEHUiA MoMeCTiTe (DNIAKOH, €CIM OH COBMECTUM C
aHaNM3aToPOM, HENoCcPeACTBEHHO HA aHA/N3ATOP WU NepeHecuTe A0 2 M
06pasLia B KOHTeliHep, COBMECTUMbIIA C aHaNIM3aTOPOM.

TecTupoBaHme 06paboTaHHbIX 06pa3L0B [O/MKHO BbiTb BLINOMHEHO Kak
MOXHO CKOpee.

Cb6op 1 o6palLeHre ¢ MasKkoM SO/KHbI BbINOMHATLCA B COOTBETCTBIM C
nocnesHUMU BEPCUAMI BPEMEHHOTO PYKOBOACTBA BcemupHoi
opranm3auun 3gpaBooxpaHeHns (BO3) «/labopaTopHoe TeCTUpOBaHue Ha
HOBYIO KOPOHaBMpPYCHYI0 MHApekuuto (COVID-19) npu NoAo3peHnn Ha
3a6onesaHue y nogen»’ 1 LIeHTpoB No KOHTPO/O 1 NpochnnakTike
3abonesaHuit (CDC) «BpemeHHble pekomeHaaLu no coopy, 06paLLeHmio 1
TECTUPOBAHMIO KIMHMYeCKMX 06pasLioB 4na auarHoctukn COVID-19».4

He BbiNnBaiiTe pacTBOp 06PATHO B OCHOBHOIA KOHTEHEp nocne
WN3B/IEYEHNSI.

HenpaBunbHbIii c60p, 06paLLeHIne, XpaHEHe WM TPAHCIOPTUPOBKA
06pasL|0B MOryT MPUBECTM K NONYYEHINIO HETOUHBIX PE3Y/bTaToB.

XpaHeHwWe 1 cTabunbHOCTb
Xparutb npu 20-25 °C.

He xpaHuTts npm 2-8 °C.

He 3amopaxwBsars.

CTabnnbHOCTD:

B HeBCKPbITOM Buge npu 20-25 °C [I0 OkOHYaHNs yKa3aHHOro Cpoka

rofIHOCTN

nocne 1-ro BCKpbITUS 5 aHei

C60p v NoAroToBKa Marepuana [yt UCCNe0BaHms

[ins nonyueHnst MHhopMaLmMy 0 NOAXOAALMX 06pa3Lax CM. MHCTPYKLMIO K
TecTy Elecsys SARS-CoV-2 Antigen.

CocTaB Habopa

+ SARS-CoV-2 Extraction Solution C

Heobxoaymble Matepuasbl (He BXOAAT B HA6op)

m Ob6ulee nabopatopHoe 060pyf0BaHNE

m  O6opyaoBaHie s obecneyeHis 6e30MacHOCTH COrnacHo
pyKoBOACTBaM Mo 61o6e3onacHocTH’

[ ] 09345272190, Elecsys SARS-CoV-2 Antigen (200 TecToB)

m [Ll] 09345299190, Elecsys SARS-Co'i/-2 Antigen (300 TecToB)
OrpaHnyeHus

CHWXeH1e BUPYCHO Harpysku A4nis BUPYCOB, OT/MYHbIX OT SARS-CoV-2, He
WCMbITHIBAIOCh.

CnpaBoyHas MH(opmaLms

1 World Health Organisation. Laboratory testing for 2019 novel
coronavirus (2019-nCoV) in suspected human cases.
https:/www.who.int/publications/i/item/laboratory-testing-
for-2019-novel-coronavirus-in-suspected-human-cases-20200117.
Published Mar 19,2020. Accessed November 20,2020.
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2 US. Department of Health and Human Services, Centers for Disease
Control and Prevention. Interim Guidelines for Collecting, Handling, and
Testing Clinical Specimens for COVID-19.
https:/www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-
specimens.html. Published Novembers. 2020. Accessed November

20. 2020

CvvBONbI
BaononHeHe K nepeuncneHHbiM B ctaHaapte 1ISO 15223-1, Roche
Diagnostics npumeHseT cregytowme cumMBonbl U 3Haku (gns CLUA: cw.
dialog.roche.com ans onpeaeneHus NCNoMb3yemblX CUMBO/IOB):

[CONTENTI CocTaB Habopa

[system | AHann3aTopbl/Npubopb!, Ha KOTOPbIX MOXHO
1CMONb30BaTh peareHTb!

[reagent! PeareHT

lcalibrator! Kann6parop

---------- A O6bem /19 pacTBOpPEHNs

|GTIN| Homep B cucteme MexayHapOAHOI TOProBM

[lononHe i, vz wm n ot TCS HA MHANKATOPE M3MEHEHWH B NONsX,

©2021. Roche Diagnostics

Roche Diagnostics GmbH, Sandhofer Strasse 116, D-68305 Mannheim

www,roche.com <(/\ROChe/\
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Mpunoxenue 1 (Pasgen creyuanbHO NpefHasHauyeH AN WHCTPYKLMIA MO MPUMEHEHNIO HA PYCCKOM A3bIKe.)

MNokasaHuA

PactBop SARS-CoV-2 Extraction Solution C npefHasHaueH Ans
CHIDKEHVSI BMPYCHOM Harpyskn B 06pasuax, 3/10MPOBaHHbIX B
TPaHCMOPTHOM cpefe, ANS WCMOMb3oBaHWA C TecTom  Elecsys
SARS-CoV-2 Antigen.

MpoTUBONOKa3aHUs
He npvMeHWMO, Wu3fenve npegHasHauyeHo AN NaGOPATOPHON
[AMarHoCTUKY.

Mo6oYHbIe AeiiCTBUS
He npumeHumo, W3fenMe npegHasHayeHo [N1s  NaBopaTopHO
[MarHoCTUKM.

MoTeHUMa/IbHbI NO/Mb30BaTE b

MeauumHCKoe  M3dene [OMKHO MCMOMb30BaThCs  06YUeHHbIMU
MeAULMHCKAMI paboTHUKaMU U flaGopaHTamMu B N1a6OpaTOpPHbIX
YCMOBUSX WK MOZ HaG/tofieHNeM 06yUeHHOro nabopaHTa.

CrabunbHoOCTb
XpaHutb npyu 20-25 °C. (MakcuMabHbIA CPOK rogHocth - 9
Mecaues. [aTy Npon3BOACTBA CM. Ha YMaKoBKe)

pH
6.5-7.4

[noTHOCTL
0.9198-1,1242 r/cm3

KomnnekT nocraBku

B KOMM/IEKT MOCTaBKM BXOANT:

PacTBop 6GydepHsblid 418 CHIDKEHNS Harpy3ku Bupyca SARS-CoV-2
B 06pasLie A1 aHaIM3aTOPOB U MOAY e UMMYHOXMMUYECKMX cobas
e (SARS-CoV-2 Extraction Solution C cobas e analyzers), 6yTbl/b,
500 mn. flot: 56436701

YnaKoBKa

MepBMYHas ynakoBKka: 6yTblb

XapakTepucTuku 6yTbiu:

Martepuan u3roToBfeHns: NOAUCTUPON (KPbILKa), MOMUITUMEH
(6yTblNb).

Bec: 653 1 + 10%

Pasmepbl 6yTbinn: (BbICOTa X LLUMPUHA X AnMHA) 166 MM £ 10% X
70mMm = 10% x 70 mm = 10% TonwmHa creHkun: 0,5 mmx 10%
XapaKTepuCTUKN KPbILLKU:

MnacTkoBas KpbILWKa: (4MHA X LWKUPKMHA X BbicoTa) 31,2 MM +
10% X31.2 mm = 10% X 15 Mm + 10%

Bce nmorpeluHocTv no pasmepam cOOTBeTCTBYIOT ISO 2768-mk,
I1SO 8015 n DIN 16901-150

W3genve ynakosaHo repMeTuyHo.

YnakoBka wn3genuii obecneyviBaeT AOCTATOYHYH) 3aluMTy OT
MEXaHUYECKMX, KNMMATUYEeCKMX BO3LEACTBWA NpU  YCI0BUK
CO0/I0AEHNS NpaBu TPAHCMOPTUPOBKM.

Mapkuposka

B cootBeTcTBMU ¢ AIPEKTVBAMW EC Roche Diagnostics
UCMO/b3YeT CMeAYHOLLME CUMBOSbI 1 3HAKM:

13
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Cvnvson OnpepeneHve Cumeon OnpepeneHve

|ref]| Homep o karanory CpoK rogHoCTH

POMIEST 1 Copnepymoe HaGopa [1aTa VBroToRMeHIs

H

BHuviaHve, o,
Tornbko s '

ND C VHCTPYKLIVIO MO
[MarHocTUKM in vitro |:| D MpAVEHEHVI0
3Hak CE IMpovssoauTenb
TemnepatypHble
OrpaHHeHIs! I I I QR-kop

Kxin | I"no6anbHbIA HoMEp CVMBO/T OMaCcHOCTYA:
in | npeameta TOpros/mn OnacHocTb fia

(GTIN) 300pOoBbA
HoT]  Homep nora
MapKkvpoBKa 6yTbIn

HanmeHosaHwve
KatanoxHsliii Homep (REF)
CocrtaB

O603Ha4eHNe: TONbKO ANd ANarHOCTUKK in vitro
CE-mapkupoBKa

TemnepaTypHble OrpaHuyeHns

"nobanbHbIA Homep npeameTa Toproeam (GT1N)

Howmep nota

Cpok rogHocTu

10 Kogbl onacHoctv: H317, P261. P272, P260, P333+P313.
P362+P364. P501
11.  O603HaueHue:
MPUMEHEHWIO,  CCbI/IKa  Ha
MPUMEHEHUIO.

12, HasBaHue v agpec NPOW3BOANTENA

13, CtpaHa nponcxXoXaeHns

14. QR-kop

15. JlaTa “3rotoBneHus

16. Cumson onacHocth: OnacHOCTb A4N1a 3[40P0BbA
17.  Jlorotun npov3soguTens

©OND U WN —

MpeaynpexaeHne:  cM.
371EKTPOHHYIO

WHCTPYKLMIO 1O
VHCTPYKLMIO O

MapKM1poBKa Ha PYyCCKOM SI3bIKe:

PacTBop 6yhepHbIli A1S CHYDKEHWA Harpy3ku Brpyca SARS-CoV-2
B 0obpasue [/ aHanM3aTopoB WM MOZy/e UMMYHOXUMUHYECKMX
cobas e (SARS-CoV-2 Extraction Solution C cobas e analyzers),
6yTblnb, 500 M. J1oT: 56436701

PervcTpaLymoHHoe yaocToBepeHue No

CpOK rofHOCTA CM. Ha YMaKoBKe

TemriepaTy pa XpaHeHWs CM, Ha YTakoBKe

Homep f1oTa cM. Ha yraKoBke

MpowussoguTens: «Roche Diagnostics GmbH» (*PoLu
[OwnarHocTtuke Mm6X"), Sandhofer Strasse 116, 68305 Mannheim,
Germany, "epmaHus

W3genve npeaHasHaveHo TONbKO ANA ANarHOCTUKA in Vitro
YNOMHOMOYEHHb IV NpesCTaBUTeNb MPOU3BOANTENS Ha TEPPUTOPUN
Pd: OO6WECTBO C OrpaHW4eHHO  OTBETCTBEHHOCTHIO  «PoLLl
[JuarHoctika Pyc» (OO0 «Pow [varHoctuka Pyc»), 107031 Mocksa,
Tpy6Has nniowaap, 4.2 Tem +7 495 229-69-99, drkc: +7 495 229-62-
64. E-mail: moscowv.reception_dia@roche.com

Kar. Homep 09370099190

TpeboBaHMs K MapKMpPOBKE  TPyMnnoBoii  YMakoBKW
(TpaHCMopTHO Tapbl), YCTaHOB/IEHHbIE U3TOTOBUTENEM

2021-02, V 2.0 Pycckuii
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Mpunoxenue 1 (Pasgen cneynanbHo nMpefHasHaueH 419 UHCTPYKLMM N0 MPUMEHEHMIO HA PYCCKOM S3bIKE.)

ToBap C TPAHCMOPTHOI (rpynnoBoOil) MapKWMPOBKOW YMaKoBKM
UCTIONb3YeTC  TOMbKO A7 MepeMelleHns  usgenus ¢
MPOW3BOACTBEHHON  MMOWAAKM [0  COGCTBEHHOro  CcKiaja
MPOV3BOAUTENS HA TEPPUTOPUM CTPaHbl U3rOTOBUTENS. T.0. TOBAp C
TPaHCMOPTHOI MapKMPOBKOIA He MOCTABNSETCS Ha TeppuTopuio PO.
Ha TpaHCMOPTHOW MapKVpOBKe YKasaHbl CBEAEHUS, MMEIoLMECs Ha
PErynsipHoi MapkUpoBKE, B TOM uWUC/e faTa MpPOW3BOACTBA
npozayKTa (hMKCMpOoBaHa.

Ycnosua TpaHCMopTUPOBKN

lMepes OTNPaBKOM C 3aBOJA MPOAYKT MPOXOAMT KOHTPOSbHbIE
nposepku.  MexayHapofHble  CUMBOMLI  HAa  YMakoBKe U
crneuyanbHble  MHCTPYKUMM — no  06paleHWi0  YKasblBaloT
TPaHCMOPTUPOBLLMKY, KaK CriefyeT 06palaTbes € 3TUM MPOAYKTOM.
Mpn nonyyeHUM npPOAYKTa BHUMATENIbHO OCMOTPUTE YMAKOBKY.
Mpn Hammuum NoGbLIX CNefjoB HenpasWbHOrO obpatleHns wim
MOBPEXAEHUS HeMe/IeHHO 06paTWTech B OTAeN 06CNYXMBaHWA
KNMeHToB  KomnaHum «Roche Diagnostics GmbH»  (“Poly
[OwnarHoctuke M6X") UK K permoHasibHOMY MOCTaBLLUKY.
TpaHCropTMPOBKa OCYLLECTB/ISETCA BCEMM BUAaMK TPaHCMopTa B
KPbITbIX TPAHCMOPTHLIX CPeCcTBaX B COOTBETCTBMM C MNpasuiamm
MepeBO3KW FPy30B, AEMCTBYIOLLMMM Ha KaX0M BWAe TpaHcnopTa.
Temnepatypa npv TpaHcnopTuposke 20-25°C.

Crepunusaums

W3fenve noctasBnsieTcs HeCTEPWUbHBLIM. He NOANEXUT NOBTOPHOMY
MCMOMb30BaHWIO W/WMNW CTEPUIN3ALIMN MO/b30BATENEM.
TpeboBaHMA K 0XpaHe OKpY>KatoLLeli cpefpl

MeguumnHckoe n3genve Npu UCNosb30BaHUW, TPAHCMOPTUPOBKE U
XpaHeHWM He OKa3blBaeT HeraTVBHOIO BO3AEMCTBMA Ha YesoBeka M
OKPY>KAlOLLYI0 Cpedy Npu COBMH0AeHUN YCNOBUIA MPUMEHEHNS 1
Mep NPefoCTOPOXHOCTY, YKa3aHHbIX B UHCTPYKLMK.

YTunusaumsa

Bo wu3bexxaHne BO3MOXHOIMO 3arpsi3HEHUS OKPYXXatoLlein cpefdbl
u3fenne C WCTEKLMM CPOKOM TOfHOCTM, a TaKke OTX0fbl
UCMO/b30BaHHbIX PeareHToB, KOHTPOJbHLIX MaTepuasioB [O/KHbI
YTUNM3NPOBATLCA B COOTBETCTBUM C MECTHBIMU FOCYAAPCTBEHHBIMU
1/ i 60NbHNYHBIMW HOPMATVBHBIMW TPEGOBaHUAMM.
MpaBunbHOE YHUYTOXEHWE W yTuu3auma 6yfeT nofnepxuBarb
COXpaHeHVe MNpUPOAHbLIX PeCcypcoB W COLECTBOBATb  3aluuTe
3[0P0OBbSA YeN0BeKa 1 OKpYXKatoLLe cpefbl.

YTunusaums 0TX0L0B YNaKoBKU.

YnakoBka npogykumn «Roche Diagnostics GmbH»  (“PoLw
[OwnarHoctuke Mm6X") paspaboTaHa C Le/bio CBefeHUs K MUHUMYMY
3arpA3HEHNs OKPYXXKaOLLEn cpefpbl NpU COXPaHEHWM LENOCTHOCTM
NPoAYyKTa BO BPEMA TPaHCTMOPTUPOBKM U XpaHeHWUs. YTMaKoBOYHble
0TXOfbl [O/MKHbI YTUNN3MPOBATLCA B MECTHbIX MyHKTax cbopa
YMaKoBKM, B CMeLMan3npoBaHHble KOHTeHepbl, pacrofiokeHHble
B MyHULMNaINTETAX.

YTnnmsaumsa u3genns ¢ UCTEKLLIMM  CPOKOM
0TX0[0B, UCMO/b30BaHHbIX peareHToB.

Mpn yTUAM3aLUMM 1 YHUUTOXEHUN W3AENNIA C UCTEKLLIMM CPOKOM
rofHoCTW, a TaKkKe OTXOAOB, WCMO/b30BaHHbLIX [PeareHToB,
Heo6X0AMMO [eiicTBOBaTb B COOTBETCTBUM C [UFMEHUYECKVMM
HopMaTMBamm " CllefoBatb ourLManbHbLIM
VHCTPYKLMAM MO YTUAN3ALMA U YHUUTOXEHWUIO  MOTEHLMaIbHO
WMH(EKLMOHHOTO M XUMWUYECKOrO  MaTepuana, MpUHATBIM  Ha
TeppuTopuu Poccuiickoin ®eaepauymn v B faHHom J11Y.
KntoueBbiM1  BOMpOCaMy B CTpaTeruy  ynpas/neHus  OoTXofamu
ABNSETCA  ONMTUMM3aUMA TaKTUK U MOAXOA0B K  KOHEYHbIM
MPOAyKTaM, a TakkKe MWHUMU3ALUMS BO3MOXHOIO 3arpssHeHus
OKpY)KatoLLeil cpefibl. YunTbiBas XapakTep MaTepuana OTXOLOB
MCMO/b30BaHHbIX PEAreHTOB - MOTEHLMANbHO UHMULMPOBAHHDIN,
COflepXKalLmii YenoBeyecknii Guomarepuan, OTX0Abl C MHGEKLMEN
[O/MKHbl  XpPaHWTbCA' B repMETUYHOW Tape C  MOMETKOW

rogHoctm w
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«Broornueckn  onacHo».  COTPYAHWUKA  OOMKHbI  MPOIATH
MPOECCHOHANBHYIO MOATOTOBKY MO GEe30MacHOCTY W TUrMeHe
Tpyaa.

Bonee  nofpoGHYy0  WMHAOPMALWI0  MOXHO — MONYYUTb Y
Npon3BOAUTENS / YNOSHOMOYEHHOT0 npeacTaBuTeNs
MPOU3BOAUTENS.

YTunusaums [omKHa NPOBOANUTLCS B COOTBETCTBUM C MECTHBIMY
HOPMamV  3aKOHOAATeNbCTBA, a Takke B COOTBETCTBUM C
MPOTOKOMaMM  MEAULIMHCKOTO  YUPEXZIEHUs, TAe UCMOMb3yTCs
JaHHbIE MeJVLMHCKIE WU3AENUS.

He yTnn13vpoBaTb COBMECTHO C GbITOBBIMU OTXOJAMMU.

Tpe6oBaHVsi K OXpaHe OKPYXKatoLLei cpefpl

MeZMUMHCKOE M3feNe NpWU UCMOMb30BaHUM, TPaHCMOPTUPOBKE U
XpaHeHUM He OKasblBaeT HEraTWBHOTO BO3AENCTBUS Ha YeNoBeKa U1
OKPYXXaIOLLyt0 Cpefly Mpu COGMIOLEHUM YCIIOBUIA MPUMEHEHUS 1
Mep NpesoCTOPOXHOCTM, YKa3aHHbIX B MHCTPYKLWM-.

MapaHTWiiHbIe 0653aTeNbCTBA

MpoussoguTens (KomnaHna «Roche Diagnostics GmbH» (“Pow
[JnarHoctuke Mv6X")) rapaHTupyeT, uto PacTBop 6ydepHblii anis
CHWXeHns Harpyskm Bupyca SARS-CoV-2 B o06pasue ans
aHa/IM3aTopoB 1 MoAyneli MMMyHoxumudeckux cobas e (SARS-
CoV-2 Extraction Solution C cobas e analyzers), 6yTbiib, 500 m.
Not: 56436701 CcOOTBETCTBYET CreLM(UKaLmaM, 3asBeHHbIM Ha
3TUKeTKe. Tpou3BOAMTENb HECET OTBETCTBEHHOCTb 3a paboTy
M3henvini TONbKO B €en3yae WX MpaBUIbHOMO WCMO/b30BaHWA B
COOTBETCTBUMM C WHCTPYKUMel, a Takke COBMIOAeHUs npasun
XpaHeHUs ¥ TPaHCMOPTUPOBKK.

W3genus JoMmKHbl MCNOMb30BaTbCA TOMBKO [0 UCTEYEHWS CpoKa
FOAHOCTM, KOTOPbIA YKa3aH Ha YMakoBKe.

MpousBoauTENb  FapaHTMpPYeT — CTabWbHOCTb — W3denus Ao
OKOHYaHUS  CpoKa TOAHOCTM  MpW  COG/HOAEHUM  YCIIOBMIA
TPaHCMOPTUPOBAHUS, XPaHEHWs] W MPUMEHEHNS, YKa3aHHbIX B
VHCTPYKLMN.

Mpou3BoauUTENb  rapaHTUpYeT  6Ge30MacHOCTb  MeAULMHCKOro

U3fenns, OTCYTCTBME HefOMyCTMMOrO pucKa MPUYMHEHUs Bpeda
XKM3HW, 3[00pOBbI0  YeNloBeKa U OKpYXKalolleid cpefe mpu
UCMOMb30BaHUM MO Ha3HAYeHW0 B YCMOBUAX, NPeLyCMOTPEHHbIX
Npou3BOANTENEM.

HACTOAWAA OrPAHNYEHHAA TAPAHTUA 3AMEHAET
COBOW VHBIE TAPAHTUW, OAHO3HAYHO BbIPAXEHHbIE
nnn NMOAPA3YMEBAEMBIE, BK/IIOUAA  JIHOBYIHO
NOAPA3YMEBAEMYIO TAPAHTWIO MPUTOAHOCTU ANSA
KOMMEPYECKOIO MCMO/Mb30BAHUSA W ANA NIKOBOW
VIHOW LIE/IN. KOMMAHUA ROCHE DIAGNOSTICS GmbH HE
HECET OTBETCTBEHHOCTW 3A CNYYAVHBIE.
HEMPAMBIE, CNELMABbHBLIE WY KOCBEHHBIE YEbITKW.
Mo Bompocam, CBA3aHHbIM C KaueCTBOM W3fenuid, a Takke C WX
paboToii, HY>KHO obpaLyarbes K YNONTHOMOYEHHOMY
npesCcTaBuUTeNtO NPOU3BOANTENS Ha TeppuTopumn Pd:

O6LlecTBO € OrpaHWYeHHOV  OTBETCTBEHHOCTbIO  «PoLw
[OwnarHoctnka Pyc» (OOO «Pow  [AmarHocTuka Pyc»), 107031
Mocksa, TpybHas nnowagpb, 4.2, Ten.: (495) 229-69-99. dakc: (495)
229-62-64

MpeTeH3MK Mo KauecTBY (PeKnamaLmsi)

MopsAgoK NpeabsiBeHWs  peknamMauuii U OTBETOB  Ha  HUX
PErynMpyeTcsl — rpaXZaHCKUM — MpaBoM.  Peknamauusi — MOXeT
NpeLbsBASTLCS TOMBKO MO TakUM BOMPOCaM, KOTOPble He SBMSNNCH
npesMeTOM MPUEMKM TOBapa, NpOM3BEAEHHON B COOTBETCTBUU C
YC/TI0BMSIMI [I0TOBOPA.

Mo BcemM Bompocam, CBsI3aHHBIM C OBCIY)XWBAHWUEM W3LE/NS,
He0BX0AMMO 06paTUTLC K YMONHOMOUYEHHOM)' MpescTaBUTENHO
NpoV3BOAUTENS.
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SARS-CoV-2 Extraction Solution C cobas

MpunoxeHue 1 (Pa3fen cnewunanbHo NpefHasHayeH ANA WHCTPYKLMW NO MPUMEHEHMIO HA PYCCKOM A3blke.)
B cnyyae peknamaumun 06pawaThCa K NpoussoauTento wu / win

YMOMHOMOYEHHOMY NPEACTaBUTENIO MPOU3BOAUTENS.

YNO/HOMOYEHHbI NpecTaBuUTeNb NPOV3BOAUTENS Ha TEPPUTOPUM

Pd:

OO6LWecTBO € OrpaHWYeHHON  OTBETCTBEHHOCTbIO  «Poly,

[OuarHoctnka Pyo> (OOO «Pow  [AuarHocTuka Pyc»), 107031,

Mocksa, Tpy6Has nnowlagp, 4.2, Ten.: (495)229-69-99, dakc: (495)

229-62-64

*MNprmeyaHve:

Vcnonb3yetcs Ha:

cobas e 411: AHanunsarop MNMMYHOXVMWYECKWI
3MIEKTPOXEMUIIOMMHECLIEHTHbI  Cobas e 411  (raclc/disk) ¢
NpUHaAnexXHocTaAMKM, npoussoacTea "Pow AuarHocTuke m6X".
epmaHus, perucTpaumoHHoe yaoctoBepeHue Ne ®C3 2007/00478
(nanee no TekcTy Cobas e 411 (rack/disk), Cobas e 411).

cobas e 602: Mnatpopma MoAy/bHas A1 BGUOXUMUYECKOrO ©
MMMYHOXMMUYECKOTO aHanmMsa "Kobac" (cobas) B pasnuyHbIX
KOH(Mrypauuax, € MpUHALIEXHOCTAMYM, BapuaHT WCMOMHEHNA:
"kobac 8000" (cobas 8000). mpoussogcTBa "Pow [uarHoCTWKe
mM6X", TepmaHus, pervcTpauuoHHoe ypoctoBepeHue Ne ®C3
2012/12764 (coctouT w3 Mopyneii cobas c502/701/702 w cobas
€602/e801) (nanee no TekcTy nnatdopma mofynbHas cobas 8000,
cobas 8000, e602).

cobas e 601: MMnaTchopma MoLyNMbHasa A1 OUOXUMUYECKOrO W
MMMYHOXMMUYecKoro aHanmsa "Kobac 6000" (cobas 6000) B
pasNUUHbIX KOH(MIypauusx, ¢ NPUHaANEXXHOCTAMK, NMPOV3BOACTBA
"Pow  AwarHocTnke I'm6X", [epmaHus,  perucrpaluoHHoe
yaoctoBepeHne No P3H 2015/3050 (coctouT u3 moayneii cobas c
501 u cobas e 601) (gasnee no TekcTy Mnatdopma mogynbHas cobas
6000, cobas 6000, cobas e 601).

Vcronb3yeTcs COBMECTHO C.

- Habop peareHTOB ¥ KambpaTOpoB [19  KauyeCTBEHHOrO
OrpefeneHns HyKNeoKarncugHoro aHTureHa KopoHasupyca SARS-
CoV-2 B o06pasuax MasKoB W3 HOCOM/IOTKA U POTOMIOTKM
UMMYHOXEMU/IIOMUHECLIEHTHLIM  METOZOM Ha  aHa/imsatopax W
MOLYNAX WUMMYyHOXUMUYeCcKMX cobas e (Eleesys SARS-CoV-2
Antigen cobas e analyzers/fCOV2AG), 200 Tectos. Kog napTuu:
LOT 53838701, npoussogctBa "Pow [AuarHoctuke [m6X",
epmaHua

- Habop peareHTOB W KanmMbpaTopoB [/ Ka4yeCTBEHHOro
OrnpeeneHns HyKIeoKancuaHoro aHTureHa KopoHasupyca SARS-
CoV-2 B o06pa3yax Mas3KoB W3 HOCOMMOTKA W POTOrNOTKU
VUMMYHOXEMUFOMUHECLLEHTHBIM METO/0M Ha MOoZynsax
MMMYyHoXMU4Yeckmx cobas e (Eleesys SARS-CoV-2 Antigen cobas
e analyzers/COV2AG). 300 Tectos. JloT 54069001, npon3BoACTBa
"Pow AnarHocTuke Mm6X". FepMaHus
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