®ororpadpuueckue H300paKenns

PearenTs! B KacceTe 419 KoauuecTBeHHOro onpeacacaus PHK supyca sMMynoaepuuaTa
genosexa Tana 1 (BHYU-1) B ofpasnax mwiazMb HA CHCTEMe ABTOMATHIHPOBAHHOKH cobas®
6800 (cobas® HIV-1)

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHIW W PETUCTPALIMI MEAHLMHCKWX H3OENHIA



PearenTsl B kacceTe ans konudectBeHHoro onpeaenenus PHK Bupyca ummyHoneduuura yenoseka tuna 1 (BUU-1) B
o0pa3iuax riasMel Ha CHCTeMe aBTOMaTH3HpoBaHHOH cobas® 6800 (cobas® HIV-1)
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PeareHTbl B KacceTe f/19 KO/IM4eCcTBEHHOro onpegeneHna PHK Bupyca nmmyHogeduuymta denoseka tuna 1 (BUY-1) B
obpasuax nnasmbl Ha CUCTeMe aBToMaTn3nMpoBaHHo cobas® 6800 (cobas® HIV-1)

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



PeareHTbl B KacceTe Ans Konu4yectseHHoro onpegenedns PHK Bupyca nmmyHogeduumta yenoseka tuna 1 (BNY-1) B
obpasuax nna3Mbl Ha CMCTeMe aBTOMaTM3MpoBaHHON cobas® 6800 (cobas® HIV-1)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



PeareHTbl B KacceTe /11 KOJIMYeCTBEHHOro onpegeneHna PHK Bupyca nmmyHogegmumTa Yenoseka tuna 1 (BP14-1) B
obpasuax nnasmMbl Ha CUCTeMe aBTOMaTU3MpoBaHHOM cobas® 6800 (cobas® HIV-1)

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



Xl
22.3 mL
2UmL
21~ mL

75m |
9.7 mL

PASE 223 mL
(proteinase Solution)
Tris buffer. < 0.05% EOTA. Calcium chloride. Calcium acetate.
Cwh) Proteinase

RNA-QS 213 mL
ffINA (iuanbtation Standard)
Tris buffer.< 0.05% EDTA, < 0.001% Non-HIV related armored RNA
consu\|Ct containing primer and probe spedhc sequence regions
(non-infecbous RNA in MS2 bacteriophage), < 0.1% Sodium azide

EB 21.2mL
CElution Buffer)
Tris buffer. 0.W Methyl-4 hydroxybenzoate

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

PeareHTbl B KacceTe /1 KOJIMYECTBEHHOI0 onpeaeneHna PbXK Bupyca nmmyHogeduumnta vyenoseka tuna 1 (BNY-1) B
o6pasuax nnasmMbl Ha CUCTeMe aBTOMaTM3NpoBaHHoOM cobas® 6800 (cobas® HIV-1)

MMX-RI 7.5 mL
(Master Mix Reagent 1)
Manganese acetate, Potassium hydroxide, < 0.1% Sodium azide

HIV-1 MM X-R2 9.7 mL
(HIV-1 Master Mix Reagent 2)
Tricine buffer, potassium acetate, 18% Dimethyl sulfoxide. Glycerol,

< 0.1%Tween 20. EOT/1< 0.12% dATP. dCTP, dGTP, dtAPs.
< 0.01% upstream and downstream HIV primers, < 0.01%
Quantitation Standard forward and reverse primers, < 0.01%
Fluorescent-labeled oligonucleotide probes *>ecific for HIV and the
HIV Quantitation Standard, < 0.01% Oligonucleotide aplamer,
< 0.1% Z050 DNA polymerase. < 0.10% AmpErase
(uracil-N-glycosy'ase) enzyme (microbial). < 0.1% Sodium azkle

*Composition information required for US only.

For USA:

cobas® HIV-1 for use on the cobas® 6800/8800 Systems is an
in M(to nudeic acid amplification test for the quantitation of HIV-I
in EDTA plasma ofHIV-1-infected Individuais. cobas® HIV-1 is
not intended for use as a screening test for the presence of
HIV-1 in donated blood or plasma or as a diagnostic test to
confirm the presence of HIV -l infection.

Refer to the product specific Instructions For Use for detailed
infonnation regarding hazards.



PeareHTbl B KacceTe A1 KONMYeCTBEHHOro onpegeneHnsa PHK Bupyca nmmyHogeduunta yenoseka tnuna 1 (BY-1) B
obpa3uax nna3mbl Ha CMCTEMe aBTOMaTU3NpoBaHHOW cobas® 6800 (cobas® HIV-1)
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PeareHTbl B KacceTe 4719 KO/IM4eCTBEHHOro onpeaeneHua PHK Bupyca nmmyHogedmumnTta yenoseka tuna 1 (BUY-1) B

obpasuax nnasmbl Ha CMCTEMe aBToMaTU3MpoBaHHOM cobas® 6800 (cobas® HIV-I)

> K.««T. MIT 1CJIHY«M1«BOM» PHK

X

LL14.uke Hda HIV-1) «*TOMBTULLPO||*|1HBIL obarK MAO (cabai»

PHuctpanaaniim ygamntanepmie JIK P3H 2022/US60 ot
Cpok rogHocT cM HAynakoske
Temnepan pa XpaHeHUs CM Ha YnakoBKe

Howmep nota cm Ha ynakoske
Molecular Syifemi, Inc», 1080 Qs Highway 202 Smirti

Bmwchburg, 14J, 0*874, United Stales
W3genne npegHasHayeHo TOMbKO AN AMAarHOCTUKK in vitro
npegctaBuTeNb NPOM3BOAWTENs Ha TeppuTopum Pd; O6WUrcTeo ¢
®™®TcTBeHNOCTII0 «Pow [unarHoctuka Pyc» (OOO «Pow [uarHocTtuka
~c»>. 107031, Moewma. Tpy6Has nnowase. A2 Ten: +7 495 229-69-99, takc- +7 495 229-62
64 E-ifiaii mwoow'receptiori2”\dia(flyoche.oom

VIHCTpyuLLA MO MPUMEHEHMIO Ha pyccKoM fisbike Ha CMeXHOM HOCUTeNe MpefoCTaB/seTCs
OT/IC/LIO (AM 3aMpoca HeoB6XOANMO 06paTUTLCS K YNONHOMOYEHHOMY MPEACTABUTEN0 Ha

TEPPATOPHH P®. KOHTaKTbI cM .BblLLE).

Kur. Homep 09040803190
Ccblnka AM MoyYeHst </HCTPYKLW MO HCMO/b30BaHHH»
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WreHTbl B KacceTe 414 KONMYeCTBeHHOro onpegeneHua PHK Bupyca
AMMyHoZeuumTa Yenoseka Tuna 1 (BY-1) B obpasyax nnasmbl Ha CUCTEMe
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PeareHTbl B KacceTe 419 KONMYECTBEHHOro onpegeneHnsa PHK Bupyca nmmyHogeduuynta yenoseka tuna 1 (BY-1) B
obpasuax naasmbl Ha CUCTEMe aBTOMATM3UMPOBaHHOI cobas® 6800 (cobas® HIV-I)
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PeareHTbl B KacceTe 411 KO/IMYECTBEHHOrO onpegeneHna PHK Bupyca ummyHogegpunumta yenoseka tuna 1 (BUY-1) B
obpasuax nnasmbl Ha CUCTEMe aBTOMaTM3MpoBaHHON cobas® 6800 (cobas® HIV-1)
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PeareHTbl B KacceTe 4719 KOMYeCTBEHHOro onpefeneHna PHK Bupyca nmmyHogehunumta yenoseka tuna 1 (BMY-1) B obpasua>"
nnasmbl Ha CMCTeMe aBTOMaTM3npoBaHHoi cobas® 6800 (cobas® HIV-1)
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& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

Bcero npoHymepoBaHo,

NPOLUHYPOBAHO U

CKpenieHo nevarbio
nncrta (oB)

MO poBepeHHOCTHN
ot 30.01.2023 .



