doTtorpadrueckne H300paKeHHA

Habop KOHTPOJLHBIX MATEPHAJIOB AJf KOHTpoAH KadecTsa ofHapyxenns PHK
BHpYca HMMmynoaehuuura uyesosexa Tuma 1 (BHY-1) rpynnm M, PHK BHY-1
rpynnsi O, PHK Bupyca ummynoaedpnunta yenoeexa Tuna 2 (BHY-2), PHK Bupyca
renataTs C (BI'C) n THK Bupyca renarura B (BI'B) B niiazmMe KposH 4e10BeKa Ha
aHanusaropax cobas AmpliPrep, cobas TagMan (cobas TagScreen MPX Control Kit,
version 2,0 / MPX CTL v2.0)

2023

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHIA W PETUCTPALIMI MEAHLMHCKWX H3ENHIA



Habop KOHTPONbHbLIX MaTepmnanos AN1S KOHTPOSA KadecTBa o6HapyxxeHns PHK Bupyca nmmyHogehuumTa Yenoseka tuna 1 (BUY-1) rpynneiJVL
PHK B/Y-1 rpynnel O, PHK Bupyca nmmyHogepuumTa venoseka tuna 2 (BUY-2), PHK Bupyca renatuta C (BI'C) n AHK Bupyca renatuta Bf
(BI'B) B nnasme KpoBM 4YesioBekKa Ha aHanunsaTtopax cobas AmpliPrep, cobas TagMan (cobas TagScreen MPX Control Kit, version 2.0/ MPX CTL]|

v2.0) (obwnin Bug)!

cobm* TagScreen MPX
Control KH, verelon 2.0
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cobas* TagScreen MPX
Control Kit, version 2.0
IREFI 05965390190  _
[ivDlI
AGRA
R<QOrly MPXCTL v2.0 c<o>bas'

Habop KOHTPONbHbLIX MaTepunasnoB /19 KOHTPONA KayecTBa 06HapyXeHna PHK Bupyca nmmyHogedgunumnta yenoseka tuna 1 (BUY-1) rpynnel M,
PHK BWY-1 rpynnel O, PHK Bupyca ummyHogepuumnta yenoseka tnuna 2 (BN4Y-2), PHK Bupyca renatuta C (BI'C) n AHK Bupyca renatuta Bj
(BI'B) B nna3me KpoBM YenoBeKa Ha aHanusatopax cobas AmpliPrcp, cobas TagMan (cobas TagScreen MPX Control Kit, version 2.0/ MPX CTL

y2X ~
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Habop KOHTPO/bHbIX MaTepuanoB ANs KOHTPONs KadecTBa o06HapyxXeHus PHK Bupyca
UMMyHogeuunTa yenoseka tuna 1 (BNY-1) rpynnel M, PHK BWY-1 rpynnel O, PHK Bupyca
nMMyHoZedpuunta 4venoseka tuna 2 (BUY-2), PHK Bupyca renatuta C (BIrC) v HK Bupyca
renatuta B (BI'B) B nnasme KpoBW 4esioBeKa Ha aHanusatopax cobas AmpliPrep, cobas TagMan
cobas TagScreen MPX Control Kit, version 2.0 / MPX CTL v2.0)

MTHH *r\ I
WARNING
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Habop KOHTPONbHbIX MaTepuanoB A9 KOHTPONs KadecTBa__o6HapyxeHua PHK Bu”ca
nmmyHogedununta dvenoseka tuna 1 (BLY-1) rpynnel M, PHK BWY-1 rpynnel O, PHK Bupyca
NnMMyHoLeduumTa yenoseka tuna 2 (BNY-2), PHK Bu~ycrrenatuta Cj[BrC) n AHK Bupyca renatuta
B (BI'B) B nnasme KpoBuW "MenoBeka Ha aHanusaTopax cobas AmpiiPrep, cobas TagMan (cobas
TagScreen MPX Control Kit, version 2.0/ MPX CTL v2.0)j
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Habop KOHTPO/NbHbIX MaTepuanoB [f1S KOHTPOAA KayecTBa OOHapyxeHus PHK Bupyca
nMMyHogedpununta yenoseka tnna 1 (BMUY-1) rpynnel M, PHK BWUY-1 rpynnel O, PHK Bupyca
nMmMmyHogdepuumTa denoseka tuna 2 (BUY-2), PHK Bupyca renatuta C (BIrc) v AHK Bupyca
renatuta B (BI'B) B nnasme KpoBM 4enoBeka Ha aHanmnsatopax cobas AmpliPrep, cobas TagMan
(cobas TaqScreen MPX Control KO1, version 2.0/ MPX CTL v2.0)

(MapKupoBKa Ha pPyCCKOM f3blKe)

Habop KOHTPONibHbIX MaTepuanoB ANA KOHTPONSA KayecTBa BbIABAEHWS HYKNEMHOBbLIX KUCAOT BUpyca
UMMYyHogeduumnTa denoseka Tuna 1 (BWY-1) rpynnel M, PHK BWY-1 rpynnei O, PHK Bupyca
UMMYHoaethuynTa yenoseka tuna 2 (BNY-2), PHK Bupyca renatuta C (BIfrC) n JHK supyca renatuta B (BI'B)
B Nfa3Me KpPOBMW 4yefoBeKa Ha aHanmsaTopax cobas AmpliPrep, cobas TagMan (cobas TaqScreen MPX Control
Kit, version 2.0/ MPX CTL v2.0)

Cocras;
1. MynbTUNONOXMTENbHBIA KOHTPOb MPX M (+) C, v2.0 Bo hnakoHe, o6bemom 1,6 mn, 6 LuT.
2. MonoxunTenbHblA KOHTpPoNb BAY-1 rpynnel O MPX O (+) C, v2.0 Bo thnakoHe, o6bemom 1,6 mn, 6 LuT.
3. MonoxuTenbHbIA KoHTponb BNY-2 MPX 2 (+) C, v 2.0 BO (hnakoHe, o6bemom 1,6 mn, 6 W,
4. OTpuyatenbHblli KOHTponb MPX (-) C, v 2.0 Bo hiakoHe, o6bemom 1,6 ma, 6 wr.

PerucTpaunoHHoe ygoctosepeHue Ne P3H 2021/13616 oT___

CpoK rofHoCT1 CM. Ha yrnakoBke

Temnepatypa XpaHeHUs CM. Ha ynakoBke

Homep noTa cM. Ha ynakoBske

AHTUTena K BY 1,2 n supycy renatmuta C n HBSAg oTCyTCTBYIOT

MpounssognTens: «Roche Molecular Systems, Inc.» (*"Pow Monekynsap Cucteme NHK.'), CLUA, 1080
US Highway 202 South, Branchburg, New Jersey, 08876, USA

W3penve npefHasHa4eHo TOMIbKO A1 AMarHoCTUKK in Vitro

YNONHOMOYEHHbI NpeAcTaBUTeNlb NPOU3BOAUTENSA Ha TeppuTopun PP: O6LLECTBO C OrpaHUYeHHOMN
OTBETCTBEHHOCTbIO «PoLu AuarHoctuka Pyc» (OO0 «Pow AunarHoctuka Pyc»), 107031, MockBsa, Tpy6Has
nnowaap, 4.2 Ten: +7 495 229-69-99, (pakc: +7 495 229-62-64. E-mail; moscow.reception2 dia@roche.com

Ccblifnika ans nonyyeHnst «/IHCTPYKLUM MO UCMONMb30BaHIO»

Kart. Homep: 05965390190
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[abop KOHTPONbHBIX MaTepuasioB A1 KOHTPOS KadecTBa 06Hapy»eHusa PHK Bupyca nmmyHogeduumTa vyenoseka tuna 1 (BY-1) rpynnsl M, PHK BNY-
Il rpynnebl O, PHK Bupyca nmmyHogedmumta yenoseka tuna 2 (BY-2), PHK Bupyca renatuta C (BI'C) n JHK Bupyca renatuta B (BI'B) B nnasme Kposu
efloBeKa Ha aHanmsatopax cobas AmptiPrep, cobas TagMan (cobas TagScreen MPX Control Kit, version 2.0/ MPX CTL v2.0)|
oCTaB:
1. MynbTUnonoXxuTenbHbii KOHTPoIb MPX M (+) C, v2.0 Bo hnakoHe, 06bemoM 1,6 Mn, 6 LUT.
MonoxunTenbHblit KOHTPob BNY-1 rpynnbl O MPX O (+) C, v2.0 Bo hniakoHe, 06bemoM 1,6 M, 6 LLIT.
MonoxuTenbHbI KOHTpoNb BY-2 MPX 2 (+) C, v 2.0 Bo (hnakoHe, 06bemom 1,6 M, 6 LT
OTpuvuatenbHblii KOHTPob MPX (-) C, v 2.0 Bo (hiakoHe, 06beMom 1,6 M, 6 LT
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Habop KOHTPO/bHbLIX MaTepuanoB [ANs KOHTPOAA KadecTBa O6HapyxeHus PHK Bupyca
nMMyHogepuumTa 4denoseka tuna 1 (BUY-1) rpynner M, PHK BWY-1 rpynnel O, PHK Bupyca
nMMyHoaehuumnTa denoBeka tmna 2 (BLY-2), PHK Bupyca renatnta C (BIrc) v AHK Bupyca
renatuta B (BI'B) B nnasme KpoBu 4yenoBeka Ha aHanusatopax cobas AmpliPrep, cobas TagMan
(cobas TagScreen MPX Control Kit, version 2,0 / MPX CTL v2.0)

CocrTas:

1. MynbTUNONOXNTENbHbIA KOHTPOAb MPX M (+) C, v2.0 Bo (hnakKoHe, 06bemMom 1,6 mn, 6 wT.

(Mapkunpoka (hsiakoHa)

05881757001
MPX M(+)C, V2.0
(Human lgtgma) A A

16HhINY 28>

Rochi Moitculir Sysltmi, Inc. * [S
BrincMiurB, NJ. USA 1O N.A,

Habop KOHTPO/NIbHbIX MaTepuanoB [ANA KOHTPONA KayecTBa O06HapyXeHua PHK Bupyca
MMMYyHoaenumTa denoseka tmna 1 (BMNY-1) rpynnel M, PHK BWY-1 rpynnel O, PHK Bupyca
nMMyHogeduumTa 4venoseka tuna 2 (BMY-2), PHK Bupyca renmatuta C (BfrC) v HK Bupyca
renatuta B (BI'B) B nnasme KpoBuM 4enoBeKa Ha aHanmzaTopax cobas AmpliPrep, cobas TagMan
(cobas TagScreen MPX Control Kit, version 2.0/ MPX CTL v2.0)

Cocras:

2. MonoxuTenbHbIn KOHTponb BNY-1 rpynnbl O MPX O (+) C, v2.0 Bo (hnakoHe, 06bemom 1,6 mn,
6 Wr.

(Mapknpoka (hriakoHa)

05882044001
MPX 0(+)C, V20

16 nh. Quvd] 2-8X

RocM MolKvlir Syctimt, Inc.
BrincMUTB. ttJ LBA
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Halop KOHTPOJLHBIX MATEPHANOB AMS KOHTpPON KavecrBa ofHapywesns PHK supyca
HMMyHROZePRIHTA uesoBeka Tuna 1 (BUY-1) rpynnm M, PHK BHY-1 rpynnm O, PHK Bupyca
AMMynoae$pRuaTa yenoseka Tuna 2 (BHY-2), PHK supyca rematuma C (BI'C) w JHK empyca
renatnTa B (BI'B) B nnasMe kposn 4enoBexa Ha anaamaTopax cobas AmpliPrep, cobas TaqMan
(cobas TagScreen MPX Control Kit, version 2.0 / MPX CTL v2.0)

Cocras:

3. Noaoxnareanunlii xouTpons BHY-2 MPX 2 (+) C, v 2.0 Bo $nakxone, o6nemom 1,6 ma, 6 m.
(Mapxupoxa §iakona)

235861722001
MPX 2(+)E, v2.0

16ml 24C

fache felecelsr .

Geanchbeng, W

MMM

Habop KXOHTPOALHBIX MATCPHANIOB NIN KOHTPoIN Kavectrsa obmapyxenns PHK supyca
HMMyHoAepHIHTA Yeaopexa Thna 1 (BHY-1) rpynnm M, PHK BHY-1 rpymmw O, PHK srpyca
HMmyHoAedpHUuTE venonexa TEna 2 (BHY-2), PHK Bupyca rematara C (BI'C) w JHK Bmpyca
renatnta B (BI'B) B naasme xpopn uesiosexa na anamusaropax cobas AmpliPrep, cobas TaqMan
(cobas TaqScreen MPX Control Kit, version 2.0 / MPX CTL v2.0)

Cocras:

4. Orpanareasumit konrpoab MPX (<) C, v 2.0 Bo daaxone, 06nemom 1,6 ma, 6 mr.

(mapxupoxa gnaxona)

5881765001 ~a
MPX (=) C, v2.0 ~x
tial 28C
Roshs Dotecsier hoe.

Scamibony, U

MMM
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Bcero npoHymepoBaHo,

NPOWHYPOBAHO U

CKPENMEHO NeyaTbio
AMnancTa (oB)
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