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BD Multi-Check CD4 Low controls

KOHTpOnbHbLIV 06pasel, uenbHor Kposu BD Multi-Check CD4 Low

AN UMMYHOMEHOTUNMNPOBAHWS METOAOM MPOTOYHOW LUUTOMETPUN

KoHTponb BD Multi-check CD4 Low control 2,5 mn., 1 wr./yn.

KoHTponb BD Multi-check CD4 Low control 2,5 mn., 2 wr./yn.

KoHTponb BD Multi-check CD4 Low control 2,5 mn., 5 wr./yn.
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Becton, Dickinson and Company, BD Blosciences
(BekToH, ANKNHCOH 3HA KomnaHu, B/,
BaiocaineHcns)

2350 Qume Drive, San Jose, California, 95131,
CLA

MecTo npowu3soacTBa:

R&D Systems, Inc.

614 McKinley Place N.E., Minneapolis, Minnesota,
55413, CLUA

YMNO/THOMOYEHHbIN npegcraBunTesib

npomussogutensa B Poccuu:
O6LWwecTBO C OrpaHNYEHHOW OTBETCTBEHHOCTLIO
«bekToH ANKNHCOH BOCTOK»

127051 Poccwuiickas dPegepauusi, Mocksa, Y/l.
CapoBas-CamoTe4Has, 24/27, 2 aTaK,
nomeuieHve |, komHata 18;

TenedoH/Pakc: +7 (495) 7758582, +7 (495)

7758583
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Developer and legal manufacturer:
Becton, Dickinson and Company, BD Biosciences

2350 Qume Drive, San Jose, California, 95131,
USA

Manufacturing site;
R&D Systems, Inc.

614 McKinley Place N.E., Minneapolis, Minnesota,
55413, USA

Authorized representative of the
manufacturer in Russia:

Becton Dickinson Vostok Limited Liability
Company

24/27 Sadovaya-Samotyochnaya Street, 2nd
floor, premises I, office 18, 127051 Moscow, the
Russian Federation.

Tel./Fax: +7 (495) 7758582, +7 (495) 77585833



«KOHTpPONbHbLIN Oo6pa3ey uesibHOW KpoBu BD

Multi-Check CDh4 Low ans
MMMYyHOMEeHOTUNpPOBaHUA MeToA40M
NPOTOYHO LUUTOMETPUN>>, B BapmaHTax
VICMOJIHEH S

BapI/IaHTbI NCNOJTIHEHUA

e KoHTponb BD Multi-check CD4 Low control
2.5 mn., 1 wrt./yn.

e KoHTponb BD Multi-check CD4 Low control
2.5 mn., 2 wr./yn.

e KoHTponb BD Multi-check CD4 Low control
2.5 mn., 5 wr./yn.

2. HazHaueHue

MeaunuuHckoe wusgenve aas AUMarHoCTUKU in vitro
SIBNSIETCSl CTabWU/IbHbIM KOHTPOJIbHbIM 06pasuyoM cC
NMPUCBOEHHbLIMM 3HaAYeHUsIMU, MNpegHasHauYeHHbIM

ans KOHTpOnS KauecTBa npouecca
MMMYHOEeHOTUNMPOBaHUA cybnonynsauunii
nemkouunToB yesioBeka ansa npnéopos,

paboTawuwmx Mo mMeTogy MPOTOYHOW LUTOMETPUN,
ucnonb3lyetca B KadecTBe
cpeactBa B gmarHoctuke In vitro npu KoHTpone
OKpawmnBaHUA aHTUTeNnamm, nmsuca 3puUTpPoLUTOB,
HacTpoikm u addekTnBHoll paboTbl npubopa,
obecneuuBaeT MOJIOXXNTESbHbIN KN1EeTOYHbIV

BCrnomoraresibHoro

KOHTPO/Ib, O6pabaTbiBaeMbili TaK e, KakK U Npoobl
LenbHOM KpOoBW.

3. O6nactb NpMMeHeHUs
KI'II/IHI/IKO—I'Ia60paTOpHaFI AnarHoCTuka.

4. KpaTkoe
nosicHeHusA

onmncaHume mMmeToaa n

VMiMMmyHOoteHOTUNMPOBaHue NMMEQOLNTOB MeTOA0M
MPOTOYHOW UMTOMETPUM npeacTaBngeT cobon
CMOXHbIW, MHOroctyneHyartbii npouecc. BD Multi-
Check Cb4
KOHTPO/IbHbIM

CTabunbHbIM
NMPUCBOEHHbIMN

Low ABNAETCHA
ob6pasuyom c
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"BD Multi-Check CD4 Low Control Sample of
Whole Blood for immunophenotyping in flow
cytometry", in varieties

Varieties:
e BD Multi-check CD4 Low control 2.5 mL.
1 pcs/pack
e BD Multi-check CD4 Low control 2.5 mL.
2 pcs/pack
e BD Multi-check CD4 Low control 2.5 mL.
5 pcs/pack

2. Intended use

The IVD medical device is a stable control with
assigned values that Is intended for quality control
for the immunophenotyping process of human
leukocyte subpopulations for flow cytometry
instruments as an auxiliary device for in vitro
diagnostics that is used as a control for antibody
staining, instrument setup and performance, and
provides positive cellular control that should be
treated in the same manner as whole blood.

3. Field of application

Clinical and laboratory diagnostics.

4. Summary and explanation

Lymphocyte immunophenotyping by flow
cytometry is a complex, multistep process. The BD
Multi-Check CD4 Low is a stable control with
assigned values that can be used to monitor the
immunophenotyping process. The BD Multi-Check



3Ha4YeHUsMN, MNCNOoMb3yeMblM A9 MOHUTOPUHra
npouecca nmMmyHodeHoTunuposaHusi. C BD Multi-
Check CD4 Low cneayeT ob6paliaTtbCa TaK e, Kak
U C LeNbHOW KPOBbIO.

5. MpuHUUN MeToauKUN N paboTbl

MpuroaHble pe3ynbTarhl
UMMYHO(EHOTUNMPOBAHUS 3aBuUCAT oT
COOTBETCTBEHHO nogo6paHHo MEeToAVKMU,

3P (heKTUBHOCTN NN3NCA ISPUTPOLUTOB U YUCTOThI
pasgeneHust nonynsauuii neiikoumToB. PasaeneHue
nonynsaynin - ocHoBbiBaeTcs rnaBHbIX
cBoiicTBax, Kak XapakTtepucTuka
cBeTopaccemBaHUs U PpeakTUBHOCTb C K/1€TOYHbIMU
h1yOpEeCLLEeHTHbIMM MOHOK/I0OHa/IbHbIMU
aHTuTENaMMU. Hage>xHoro BHYTpU- n
MeXx/1abopaTopHOro  KOHTPO/A  KayecTBa  Ans
npouecca MMMYHOEHOTUNNPOBaHUSA MOXXHO
[0OCTWYb  HauaydlwmMm  obpa3oMm  nNpy  MOMOLLM
ctabunbHoro, VCMbITAHHOr O KOHTPO/IbHOIO
ob6bpasya, Takoro kak BD Multi-Check CD4 Low
Control

Ha TaKunx

6. NHhopmaymnsa
paccTpoiicTBe,

cneynduyeckom
cocToAHUN wnn daktTope
pvcka, onsa obHapy>eHusa, onpegeneHus
nnu AnddepeHumnpoBaHnA KOTOpOro
npegHasHayeHoO MeguULIMHCKOe usaenune

V3pnenue aensetca BcnomoraTefibHbIM CPeACcTBOM B
in vitro AMarHoCTMKe COCTOSIHUS K/IETOYHOrO 3BeHa
WMMYHHO cCUcTeMbl, HenocpeacTBEHHO He
BbIMO/IHAET aHa/IUTUYEeCKUX (QyHKUMii, n He
ncronb3yeTca ANns 06HapyXeHus, onpegeneHus
ondpepeHumpoBaHus KaKon-nnbo
crneyndmnyeckor  naronoruu,
hakTOopa pucka, M npegHasHayeHo AN KOHTPOs
KauecTBa npouecca UMMYyHO(EHOTUNVUPOBaHUA A5
npméopos, paboTawlux Mo MeToay MPOTOYHOW
uMTOMETPUM, obecneunBas MONIOXXUTESTbHbIN
K/1IETOYHbIA KOHTPOS/Ib, Ob6bpabaTbiBaembiii TakK Xe,
KaK 1 Npobbl Le/NibHON KPOBU.

nn

COCTOAHUA nnn
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CD4 Low should be treated In the same manner as
whole blood.

5. Principle of method and work

Valid Immunophenotyping results depend on
proper technique, efficient RBC lysis, and clear
separation of leucocyte populations. Separation of
populations Is based on such principles as light-
scatter characteristics and reactivity with cell-
specific, fluorescent monoclonal antibodies.
Reliable intra- and Interlaboratory quality control
for the immunophenotyping process can best be
achieved with a stable, assayed control such as the

BD Multi-Check CD4 Low Control.

6. Information\clarification about

specific disorder, condition or risk factor.
detection, definition

differentiation for which the 1VD medical

device is intended for the medical device

The device is an auxiliary device for in vitro
diagnostics of the cellular component status of the
immune system, does not directly perform
analytical functions, and is not used to detect,
identify or differentiate any specific pathology,
condition or risk factor, and is intended as a quality
control process for immunophenotyping for flow
cytometry instruments, providing a positive
cellular control, and is processed in the same

manner as whole blood samples.



7. ONnncaHmne KOHTPOA

MocTtaBnsAemMble peareHTbl

KoHTpons BD Multi-check CD4 Low control
COOEPXUT CTabUNN3NPOBAHHYIO LENbHY KPOBb C
MOHWXEHHbIM cogep>kaHnem CDA4.

Ana npuMeHeHus
Hag/iexawmm obpa3zom
OTKaNIMbpoOBaHHbLI Npnbop. KOHTponbHbLIN o6pasel,
Mo3BO/iISeT MPOBEPUTb MNPaBUIbHOCTL  pPaboThl
npnéopa [0 Havyala o6pasuos
nauMeHToOB Ha OCHOBe pe3ynbTartoB aHanusa Wu
nepevyHsa oXXnaaemblX AMana3oHOB Kaxkaow napTtuu,
B nucte «Pe3ynbTatbl aHanmMsa W
JnanasoHbl

KOHTpOA TpebyeTcs
06CNY>XXEHHbIW 7]

ncecnegoBaHunA

yKasaHHbIX
oXXungaemble
Wcnonb3oBaHue um3genns  paet  BO3MOXXHOCTb
nosnb3oBaTesnito  MNpaBWUIbHO HAcTpPoUTb Npuéop
nepej aHaan3oM o06pasloB NauUMEHTOB, CBOAS K
pUCK MOTEpM  LEeHHbIX 06pasyoB
nnm nosyyeHust OWMBOUHbIX

3HAUYEHUN».

MUHUMYMY
nauneHToB
pe3ynbLTaToB.

8. Mepbl NpenocTOPO>XKHOCTH,

npeaynpe>xageHus

TonbKO ANs AUarHOCTUKKM in vitro.

MNMPEOAYNMPEXAOEHWE O6pawaiitecb €O BCeMU
npoAayKTamm KpOBU KaKk C  noTeHuuasibHO
MH(EKLNOHHBIMU. Kaxgoro AoHopa,
MPUB/IEYEHHOTO ANs  MNPUrOTOBJIEHUS  [AHHOrOo

npoaykra, npoBepsasin B COOTBETCTBUU C METOLOM,
nuueHsuposaHHbiM FDA. HM y ogHOro M3 HUX He
Oblla OTMeYeHa peaKTUBHOCTb K MPUCYTCTBUIO
NOBEPXHOCTHOro aHTuUreHa renatmta B (HBsAQ),
aHTureHa BWY-1, a Takxe aHTUTen K BUpPYCY
renatmta C u BWNY-1/BNY-2. OgHako HM OAUH
M3BECTHbI  MeTo4 uccnegoBaHuUs  He  MOXeT
rapaHTMpoBsaTb,
KpoBU yenoBeka, He

BO3OyanTenen MHMeKUU.

4TO MPOAYKThI,
oynyT

nosly4yeHHble Wu3
nepeHoCuTb

MNMPEAYTMPEXOEHUE Mpn ob6paweHun c
n3genmMeMm wUan ero ytunmsauuu yuyutbiBaTe Mepbl
NnpefoCTOPOXHOCTU 419 06pa3L0B, MONYYEHHbIX OT

nauneHToB, yKa3aHHble B HOPMaTMBHbIX
MeTogmkKax Ouoiornyeckonm 6e3onacHocTu,
nencTByOWNX Ha Tepputopuu CTpaHbl
MPUMEHEHUS.
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7. Control description

Reagent Provided

The BD Multi-Check CD4 Low control contains
stabilized whole blood with a low CD4 content.

The use of the control requires the use of a well-
maintained and calibrated instrument. The results
of the control product allow for verification of
proper instrument performance by providing the
Assay and Expected Range data sheet associated
with each product lot, which is provided at the
Assay Values and Expected Ranges.

The use of the product allows the user to make
necessary Instrument adjustments prior to
analysing patient samples, minimizing the risk of
wasting valuable patient samples or reporting of
erroneous results.

8. Precautions, warnings

For In Vitro Diagnostic Use.

WARNING Treat all blood products as potentially
infectious. Each human donor used in preparation
of this product has been tested by an FDA-licensed
method and found nonreactive for the presence of
HBs Ag, HIV-1 Ag, and antibody to HCV and HIV-
I/HIV-2. However, no known test methods can
offer assurance that products derived from human
blood will not transmit infectious agents.

WARNING When handling or disposing of vials,
follow precautions for patient specimens as
specified in the biosafety procedures, which are
applicable to your country.



Ll 9. XpaHeHMne n obpaweHune

Temnepatypa xpaHeHua: +2 - +8°C

Temnepatypa npu npumMmeHeHumn: +18 - +26°C

BHnmaHwue:

e Heuncnonb3lyemble npobupkn XpaHute
NAOTHO 3aKpbITbIMU B BEPTUKaA/IbHOM
NONIOXXEeHUN (KpblWKamun BBEPX) npu

Temnepartype +2 - +8°C.

e HeBckpbiTble NpPo6UpKM  cTabusibHbl A0
MCTeYeHUsa CcpoKa rofgHOCTU, YKa3aHHOro Ha
Kakao npobupke m B CNPaBOYHOM JINCTKE
CO 3HaYeHNaAMU ANA aHanmsa.

e OTKpbITblE npo6upkn ocTatoTco
CTabu/bHbIMN Ha MNPOTSXEHUN 9 TensoBbIX
UMKNoB (MCMOMb30BaHU) MpU Haaexallem
obpauieHnn. TennoBOW LUK COCTOUT U3
BbINO/IHEHNA BCeX MYHKTOB B VIHCTpyKuuKn
no npuMmeHeHuWio B pasgesie «MeToauka»
VIHCTPYKLMN N0 NPUMEHEHUIO OAUH pas.

e U3beraiiTe HEHYXHbIX UMWK/IOB Harpesa Wu
oxnaxpaeHusa. [epxute 3awUlieHHbIM OT
3amep3aHuda, oT Temnepatyp Bbiwe +30°C u

oT NPoOAO/HKUTENBHOIO HaxoXaeHusi
(6onbwe 30 MUHYT) nNpM  KOMHaTHOWM
Temnepatype (+18 - +26°C). ToOuHO
cnegynte nyHktam  mn3  WHCTpyKuuMm  no
MPUMEHEHNIO usgenuvsa u3 paspgena
«MeTogunKa».

10. NMpu3HaKM HENPUTOQHOCTU

LiBeT Hafocafo4yHOro pactBopa [Ao/MKeH 6biTb OT

CO/IOMEHHOrO [0 CBET/I0-PO30BOro. lM3meHeHue
uBeTa HaAoCcafo4HOW  >KUAKOCTU  BCMeacTBue
M36bITOYHOIO  FEMO/IM3a  MOXET  Bbl3blBaTbCH

HarpesomMm unm 3amep3aHUneM.
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9. Storage and Handling

Temperature of storage: 2-8 °C
Temperature of using: 18-26 °C
Attention:

« Store vials upright, tightly capped, at 2®to
8°C when not in use.

e Unopened vials are stable until the
expiration date indicated on each vial and
Assay Values sheet.

e Opened vials are stable for 9 thermal cycles
(uses) when handled properly. A thermal
cycle constitutes performing all steps under
Instructions for Use once.

e Avoid unnecessary cycles of warming and
cooling.

e Protect from freezing, from temperatures
above 30®C, and from prolonged time (=30
minutes) at room temperature (18® to
26°C). Follow exactly the steps under
Instructions for Use.

10. Indications of Deterioration

The supernatant solution should be straw colored
to light pink. Discoloration of the supernatant fluid
due to excessive hemolysis can be caused by heat
or freezing.



11. MeToauka rnprMeHeHus

1

12.

Vi3Bnekute npoo6upkKy wu3 xonogunbHuka (2-
8 °C) n octaBbTE NPV KOMHATHOW Temnepatype
(18-26 °C) Ha 15 MUHYT.

BHVMAHWE! He BcTpsxuBaiite npobupkKy n He
MCMOMb3yliTe MEXaHMUYECKY MeLlasKy.
3axxmmte Npobupky  Mexay
BEPTUKaIbHOM MOJIOXKEHNN "
NpPoKpyTUTe BNepea-Hasaj.

nagoHAMun B
10 pa3

10 pa3 OCTOpPOXHO MnepeBepHUTE NPOOUPKY
BBEPX [HOM.

MoBTOpANTE MYHKTbl 2 U 3, NOKa K/IETOYHbIN
ocafok Ha OHe
pecycneHaupyeTcs
noHago6mTbca oT 3 A0 4 LUMKI/IOB).
HenocpencteseHHO nepefg otéopom npo6 5 pas
nepesepHUTe NMPO6GUPKY BBEPX AHOM.
HacTtpoiite MPOTOYHbIN unTomeTp "
NCNoNb3yiiTe MOHOK/IOHa/IbHble aHTuTena B
COOTBETCTBUM c pekomeHgaumamu
nponssogunTens gaa obpasyoB OT NMauneHTOB.
O6paboTtante BD Multi-Check CD4 Low Control
TOYHO TaK Xe, KakK 1 obpasel, OT nauveHTa.
NMPMMEYHAHUNE Mcnonb3ya MeTopn
NM3npoBaHnA/OTMbIBKM  NPU  NPUTOTOBIEHNN
obpasua, pecycrneHagMpyinTe OKoH4YaTeNbHbIl
KeTo4Hbln ocagok BD Multi-Check CD4 Low
Control B docaTtHo-conieBoM OBydhepHOM
pactBope, cogepxawem 0,1 % a3snga HaTpuA
(PBS/NaN3), BmecTo hnkcumpyroLuiero obpasua.
Cpa3y e nocne otbopa npo6 BepHuTe BD
Multi-Check CD4 Low Control B XonognsbHUK.

He
(moxeT

Npo6umpKmn
MOMTHOCTbIO

OrpaHuyeHnsa

Pe3synbTaTbl  rapaHTUMpylTCA  TO/IbKO  ANA
MapKepoB, MNepeyvYuc/ieHHbIX B CrpaBoO4YHOM
JINCTKE CO 3HaYeHUAMU ONA aHa/In3a.
HekoTopble napameTpbl oOKpawmBaHua BD
Multi-Check CD4 Low Control MOryT
oTvyaTbcs oT HabntgaemMblix npu
MCNOMIb30BaHUN  CBEXEeM  LesIbHOW  KPOBWU.

MprymeHeHVe A0MNOAHUTENbHBIX (PUKCUPYIOLWLMX
pacTBOpPOB Moc/ie NM3nca 3PUTPOLIUTHOW Macchl
B KOHTpo/sibHOM o6pa3ue BD Multi-Check CD4

Low Control MOoXKeT noBNUATb Ha
ahheKTUBHOCTb, &, CcregoBaTesibHO,  He
pekomeHayeTcs. He  uvcnonb3yiite  nocrne
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11. Procedure

1.

w

Remove the vial from the refrigerator (2°C-
8°C) and allow to stand at room temperature
(18°C-26°C) for 15 minutes.

CAUTION Do not shake the vial or use a
mechanical mixer.

Hold the vial vertically between the palms of
your hands and roll back and forth 10 times.
Gently invert the vial 10 times.

Repeat steps 2 and 3 until the cell pellet on
the bottom of the vial Is completely
resuspended (3 to 4 cycles might be
necessary).

Invert the vial 5 times immediately before
sampling.

Set up the flow cytometer and use the

monoclonal antibodies according to the
manufacturer's directions for patient
samples.

Process the BD Multi-Check CD4 Low Control
exactly as a patient sample.

NOTE When wusing a lyse/wash sample
preparation method, resuspend the final BD
Multi-Check CD4 Low Control cell pellet in
phosphatebuffered saline with 0.1% sodium
azide (PBS/NaN3) solution instead of a
fixative solution.

Return the BD Multi-Check CD4 Low Control
to the
sampling.

refrigerator immediately after

12. Limitations

Results are not guaranteed for markers not
listed on the Assay Values sheet.

Some staining parameters of the BD Multi-
Check CD4 Low Control can differ from
those observed with fresh whole blood. The
use of additional fixatives following lysis of
the RBC component in the BD Multi-Check
CD4 Low Control can affect performance
and Is not recommended. Do not use
beyond labeled expiration date.

The BD Multi-Check CD4 Low Control control
is not Intended as a control for hematology
whole blood analyzers.



MCTEYEHUA CPOKA FOAHOCTH, YKA3AHHOrO Ha
aTUKETKE.

e« BD Multi-Check CD4 Low Control He
npeaHasHavYaeTcA AAf  WMCNOAL30BAHWMA B
KayecTee KoOHTponbHOro obpasua Aana
FEMaTONOrNYECKHX aHaNU3aToOPoOBR UEeNbHOM
KPOBH.

¢ BD Multi-Check CD4 Low Control He
NPeAHA3HAYAeTCA ANA WUCAONb30BAHWA B
Kavecrse nHAWKaTopa KNETONHON
AKU3HECTIOCOBHOCTH. MpuMeHeHue Kpacutenein
ANA OLIEHKN XHIHECNOCOBHOCTH, TAKUX KakK
npONUANA AOAUCTHIW M 7-aMUHO AKTUHOMULIUN
D, BMecTe C A3HHBIM MPOAYKTOM He

pekoMeHayeTCs.
o Ecnu  3HaveHMa He  nony4veHl  Npw
MCNONb30BAHUN 0AHONNATHOPMEHHBIX

METOAOB, NPU pacyeTe abGCONIOTHBIX 3HAYEeHWH
UCNONb3YATE KoAWYecTBa AUMPOUMTOB H
NeAKOUMTOB, YKA3aHHbIE B CNPABOMHOM NHCTKE
€O 3HAYEHNAMK ANA AHANU3A.

e OxugaeMmbie 3HAYEHHA MNpeacCTaBneHbl B
CNUCKe KaK NPOLEHTHOR COofAepXaHWue Bcex
AMMPoUMTOB MAXN  KaK  4HUCAO  KaXAoro
denoTUna. [NA pacueTa YMCNa KNETOK/MKA
cneayer yMHOXWTL NPOUEHTHOE coAepXaHue
Kaxaoro deHoTuna Ha obwee KoONu4ecTeo
nMMGOUMTOB, 3HAYEHHE KOTOPOrD NOAYUYEHO B
xoae HE3aBUCUMOro aHanuaa c
MCNONbL30BAHWEM COYETAHUA METOAMK.

» Ecnu He NOAHOCTLIO NepeMellaTe COAEPXUMOe
B npobupke nepea MCNONL3OBAHWEM, TO 3TO
NpuBEAET B HErOAHOCTL KaK BIATHIH obpaseu,
TAK U OCTaBWIKIACA B NpoGUpPKe MaTepHan.

The BD Multi-Check CD4 Low Control is not
designed to act as an Iindicator of cellular
viability. Use of vital staining dyes, such as
propidium iodide and 7-amino-actinomycin-
D, with this product is not recommended.
If values are not obtained by singleplatform
methods, use the lymphocyte and white
blood cell counts reported in the Assay
Values sheet for calculating absolute values.
Expected values listed as percent of totai
lymphocytes or as number of each
phenotype. Number/pL is calculated by
multiplying the percent of each phenotype
by total Iymphocyte counts obtained
through independent analysis using a
combination of technologies.

Incomplete mixing of the vial before use
invalidates both the sample that is
withdrawn and the remainder of the
material in the vial.
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13. Oxkunpgaemble pe3y/sibTaTbl

3HaueHunna, npeacTaBfieHHble B Jlucte naptuiu
«Pe3ynbTaTbl aHa/M3a W OXugaemble AnanasoHbl
3Ha4YeHu», NoslyyeHbl Mo pe3ysibTaTaM MNPOTOYHOA
uMTOoMETPUN c VMMYHOMEHOTUNMPYIOLLMN
peareHTamu, KoTopble NCNonb30BaINCh B
COOTBETCTBUMN C PEKOMeHJauusaMu npousBoauTess
peareHTOB. [nanasoHbl YyKa3aHHbIX 3Ha4YeHui
oXXungaembix Bapuaymnax
BC/leACTBUE pasnnuma  peareHToB (aHTutena wu
nmsvpyouwme 6ydepbl), npubopoB, MeTOAUK

nccenenoBaHnA M MeToaoB aHa/im3da gaHHbIX.

OCHOBbIBalOTCA Ha

MPUMEYUHAHUNE Kaxpgoii nabopatopuu cnegyet
yCTaHOBUTb COBCTBEHHbIE

AnanasoHsbl.

npmnemsiemblie

Mpn HeobxogmMmocTu criegyeT OTKOPPEeKTUpoBaTb
3HayeHunda YNCTOTY nmmdouunTos,
onpegenaeMyo  okpawuvsBaHuem  CD45+. Mpwn
Hagnexawem rernTupoBaHUn W nn3nce, 3HayeHUs
UNCTOTbl U

Ha

n3BfevyeHnss NUMQPOLNTOB LO/DKHBbI
coBnajatb C YyKasaHHbIMW B peKoMeHAaunsax
LleHTpa no KoHTposto 3abonesaemoctn (Centers for
Disease Control, CDC).

14. [JononHwvuTesNbHble cBegeHuA

MoTeHUuManbHbLIE NMosib30oBaTeNnun

MoTeHyManbHbIMM MNOAb30BaTENAMU MEAULUNHCKOrO
n3genusa In vitro MoryT 6bITb Bpaun, MeguuUHCKUE
paboTHUKU, MeguuUHCKUe fabopaHTbl, MeacecTpbl,
obyyeHHble paboTaTb Ha TpebyemMom aHanmsatope
U obnagawouime BceMn TpebyembiMW 3HAHUSIMU MO

c6opy o06pasuoB KpoBM U obpaweHur C
BewecTBaMm, MMELNMN CTaTyC 6MOJIOMMUYECKM
onacHbIX.
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13. Expected results

The assay values reported In the Assay Values
sheet are derived from flow cytometry results with
immunophenotyping reagents used according to

reagent manufacturer recommendations. Ranges
for reported values are based on expected
variations due to differences in reagents
(antibodies and lysis buffers), Instruments,

technique, and data analysis.

NOTE Each
ranges.

laboratory should establish its own

Values are corrected, where appropriate, for
lymphocyte purity as defined by CD45+ staining.
With proper gating and lysis, lymphocyte purity
and recovery should match the Centers for Disease
Control (CDC) guidelines.

14. Additional Information

Potential users

Potential users of the in vitro medical device can
be health counselor, medical laboratory technician,
medical laboratory assistant, nurse are capable of
operating necessary instrument and possess all the
required knowledge on collecting blood samples
and handling biohazards.



/TlokazaHnAa K npnMmeHeHuno

J1 He npumeHMmO.

N3penne npuMeHdaeTca A1 KOHTPO/siA KayecTsa

npouecca VMMYHOEHOTUNNPOBaHUSA ans
npMéopoB, paboTawuwmx Mo MeTody MNPOTOYHOM
LMTOMETPUN.

NMpoTnBonokasaHusa NnprMeHeHNIo
BO3MO>XHbl€ MOBOYHbIE AENCTBUSA

K n

He BbISB/EHBI.

CneuyuvasibHble TpeboBaHUSA K MPUMEHEHUIO

Mpy NpoBeAeHUM aHanM3a MeAUUMHCKUIA paboTHUK
[OMKeH HaxoAuTbCs B MeAULMHCKUX MnepyaTkax.

KoMM/1eKTHOCTb noctaBKu BapunaHTOB
ncnosiHeHumA

B 3aBUCUMOCTU oT BapmaHTa NcnosiHeHuns
MeagnunHCcKoe n3penne nocTaB/idAeTCA B

cnefyrumnx KOMMIEKTaUusx:

KoHTpone BD Multi-check CD4 Low control
2.5 vn. 1 wr./Zyn.
KoHTpone BD Multi-check CD4 Low control
2.5 mn. 2 wrt./yn.
KoHTpone BD Multi-check CD4 Low control
2.5 mn. 5 wr./Zyn.

Knaccudmnkayma megmumnHCcKoro mnagenusi

CornacHo pgeincTteywowmm npaeBunam B CLUA
n3genne otHocuTca K knaccy Il
XapaKTepuctmkm msgenusa
MapameTp 3HaueHve

du3nvecKoe CcocTosiHME:
BHelwHWA BUA XXunpgkocTtb

LiBeT: TeMHO-KpacHbI
pH 7.3-7.5
PacTtBopuMOCTb B BoAe PacTsopum
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Indications for use
Not available.

The device are used for for quality control for the
immunophenotyping process for flow cytometry
instruments.

Contraindications to use and possible side
effects

Not identified.

Special requirements for the use

Medical personnel must use medical gloves during
the analysis.

Delivery completeness of the varieties

Depending on the varieties, the medical device is
supplied in the following configurations:

e BD Multi-check CD4 Low control 2.5 mL.
1 pcs/pack

e BD Multi-check CD4 Low control 2.5 mL.
2 pcs/pack

e BD Multi-check CD4 Low control 2.5 mL.
5 pcs/pack

Classification of the medical device

In accordance with applicable regulations in the
USA, this medical device is classified as Class Il.

Control characteristics

Parameters Item

Appearance Physical state: liquid
Color: Dark red

pH 7.3-7.5

Solubility in Water Soluble



YcnoBumAa TPaHCNOPTUPOBKUA

Temnepartypa npu TpaHCcnopTupoBke: +2®C fo
+8RC; M3penne TpaHcnopTupyeTcs B
TEPMOU30NNPOBAHHbBIX KOHTeliHepax c
XnagareHTom.
YTunmsauyus

B cooTBeTCTBMM C AENCTBYHOLWMM Ha Tepputopuu
P® CaHlunH CaHllvuH 2.1.3684-21
OTHOCUTCHA K OTXogam ksacca b.

n3nenne

KoHeuHblli nosb3oBaTtesib 06si13aH YTUAN3UPOBATh
MNCNo/sib30BaHHOE nsgenve, cobnogast
AelicTBylolMe HaluMoHalbHble NpaBuaa U HOpPMbI.

OnncaHne CUMBOJIOB, MCIMOoJ1b3YyeMbIX
MapKMpoBKe
CuwmBon /
. OnuncaHve

Symboi

LOT Koa naptum

Mcnonb3oBaTtb A0
REF Homep no katasiory

MeavumMHcKoe u3genve 4asi ANarHocTuKK in

vitro

Transport condition

from +2 @C to
Is transported In Insulated

Temperature of transportation:
+8 @®C The device
containers with cold packs.

Utiiization rules

In accordance with the SanPiN 2.1.3684-21
applicable in the territory of the Russian
Federation, the device belongs to class B waste.

The user is obliged to dispose of the used device in
compliance with applicable national
regulations.

rules and

Labei and symbois description

Description

Lot number

Use until

Catalog number

In Vitro Diagnostic Medical Device

3HaK COOTBETCTBMA OCHOBHbIM Tpe6OBaHI/IFIM

Coro3a.

8"C

Mpeaensi TemnepaTtypbl (rpaHuLb
TemnepaTypHOro AManasoHa)

2'"C
Buonornyecknini puck

MN3rotoButenb

YNO/THOMOYEHHbI NpeacTaBuUTeNb B
EBponeiickom coobuiectee

m REP
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OVPEKTVB U cTaHAapToB EBponeiickoro

O6paTnuTechb K MHCTPYKUUU MO NPUMEHEHUIO

CE-mark

Consult instructions for use

Temperature range of storage

Biological hazard

Manufacturer

Authorized representative in the European
Community



/TepeyeHb
1 ctaHpapToB

~CraHgapTt
/ Standard

Directive 98/79

EC IVDD

ISO 14971

EN 18113

EN 23640

EN 15193

EN 13612

EN 1041

EN ISO 15223

CLP  Regulation
EC 1272/2008

EN 13975

EN 13641

npuMeHAaeMbIX npomssoauntTesniem

HanmeHoBaHune ctaHgapTta

Ovpektnsa 98/79 / EC EBponenckoro
MapnameHTa n CoBeTta OT 27 oKTsA6psa 1998

rr. O [MarHoCTUYECKUX  MeOULIMHCKUX
yCTpoiicTBax in vitro

V3pennsa  mMeauuVIHCKUMe. MpumeHeHVe
MEHeKMEHTA puUCKa K  MeAULMHCKUM
n3genmsm

MeguvuMHCKUE uspenusa s AUarHOCTUKU
in vitro. VHpopmaumsa, npepoctasngemasi
n3rotosutenemMm(MapKmMpoBKa).

M3pgenvsa mMeauumnHCKuUE O/ OUArHOCTUKU
in vitro. OueHka cTabuibHOCTU peareHToB
ONA ANarHoCTUKM in vitro

V3pgenua meguiuvHCKMe ana AVNarHOCTUKMU
in vitro. Vi3mepeHne BenuuuH B nNpobax
6rnonornyeckoro MPOUCXOXAEHUS.
TpeboBaHMA K onucaHMio pediepeHTHbIX
METOAVK BbIMOAHEHUS U3MepeHUi

OueHKa PYHKLUNOHa/TbHbIX XapaKTepuUCTUK
MeOULVHCKUX U3Jenvii ANna ANarHOCTUKU
in vitro

TepMMHONOIrnA, CUMBONbLI U UHOopMaums,
npegocrasnsieMbie  npouv3sBoauTesieM C
MeANLMNHCKUMN Npubopamu.

M3penua MeOULUMHCKUE. CumBoOnbl,
NnpUMeHsemMble MNpY  MapKMpoBaHUM  Ha
MEANLMNHCKNX M3Aennax, 3TUKETKaxX U B

COMNPOBOAUTE/IBHOW OOKYMeHTauun.
OcHoBHble TpeboBaHUs
Pernament  (EC) Ne  1272/2008

Knaccugvkauys, MapkKMpoBKa M yrnakoBKa
BewecTtB u cmeceii (CLP)
MeToOVKM  BbIGOPOYHOrO KOHTPONsA A/is

MPUEMOYHbIX  UCMbITAHUA  MeAUNLMHCKNX
usgenuin - gna guarHocTukm  in  vitro.
CrtatucTtnyeckme acrnekTrbl

YcTpaHeHue wm CHWWXKeHne pucka

MHEKLMN, CBA3AHHON C ANarHOCTUYECKUM
MEANLMHCKUM n3genuem in vitro.

13
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List of applicable standards

Standard name

Directive 98/79/EC of the European
Parliament and of the Council of 27
October 1998 on in vitro diagnostic
medical devices

Medical Devices - Application of risk
management to medical devices.
In vitro diagnostic medical devices.

Information supplied by the manufacturer
(labelling). In vitro diagnostic reagents for
professional use.

In Vitro Diagnostic Medical Device -

Evaluation of Stability of In Vitro
Diagnostic Reagents.
In vitro diagnostic medical devices.

Measurement of guantities in samples of
biological origin. Requirements for content
and presentation of reference
measurement procedures.

Performance evaluation of In vitro
diagnostic medical devices.
Terminology, symbols and information

supplied by the manufacturer with medical
devices.

Medical devices. Symbols to be used with

medical device labels, Ilabelling and
information to be supplied. General
requirements.

Regulation  (EC) No 1272/2008 -

classification, labelling and packaging of
substances and mixtures (CLP)

Sampling procedures used for acceptance
testing of in vitro diagnostic devices -
Statistical aspects

Elimination or reduction of risk of infection
related to in vitro diagnostic medical
device



AHas I3 pNCKoB

N3pnenve o6nagaeT oOCTATOYHbIMU  pUcKaMmu
AvuanasoHe, yCTaHOB/IEHHOM KaK npuemsieMblii.

MepeyeHb MaTepumasioB >XMBOTHOTO n/vnn

HesioBe4dYecKoro npoumcxo>xxgeHms

BD Multi-Check CD4
cnegywouwme
4esI0BEeYECKOro NPOUCXOXAEHUS:

KoHTponb
COAEPXUT

Low Control
KOMIMOHEHTbI

NelikounTapHble KOMMOHEHTbI;
SpPUTPOLUTAPHBIA KOMMOHEHT.

Kaxkgbii [OHOPCKUI 0b6pasel, KpoBWM 4enoBeka,
NCro/ib3yeMblii B npou3soacTBe nsgenuvs,
npoxoaunTt ncnbiTaHuA, Tpebyembie FDA 7
yKasaHHbIX B 21 CFR 610.40 (a) (b), u o06a3aH
UMeTb HepeaKTUBHbIe / oTpuuaTtenbHble
pe3ynbTaTbl ANs BCeX YC/NO0BWUI, yKasaHHbIX B 21
CFR 610.40 (a) (b): oTpuuaTesibHble pe3y/bTaThbl
Ha Hannuune HBsAg, aHTn-HCV, aHanus
HyknenHoBbiX kucnot (NAT) Ha BNY-1, HCV (PHK)
n BUY-1/2. Takxke g8 Kaxkaoi eguHMLbI NosyveH

oTpuuaTesbHbIi  pe3ynbTaT Ceposiorn4yeckKoro
nccnegoBaHmns Ha cnunnunc
(aHTUKapANONNNNHOBLIN TecTt [RPR] nn

ceposiormyeckuii Tect Ha cugpumnuc [STS]).

CtabunnbHOCTb

CpoK rogHocTn KoHTposieii BD Multi-Check CD4
Low coctaBnsieT He 6onee 54 pagHeih c  pathbl
N3roTOBJ/IEHUA. Mocne BCKPbITUA Kaxkayto
NPOGMPKY MOXXHO MCNONb30OBaTb B TeueHue 9 aHeli
wim 9 TepMUYeCKUX LUUKIIOB,
TOro, YTO HacCTYMUT paHbLle.

B 3aBNCUMOCTU OT

15. lNapaHT npowu3BoaunTens

Ecnn He ykazaHO WuvHaye B JIHOObIX MPUHATbLIX
KoMnaHunein BD o06wux ycnoBmsax MOpogaXkn ons
KNneHToB 3a npegenamu CLUA npu npuobpeteHunun
3aTnX n3genunii cnepywuwme
rapaHTuiiHble o6sa3aTesibCTBa.

B c L0OKYMEHTOM
rapaHTuiiHble 06si3aTeNnbCTBa pPacnpoCTPaHsTCSA
Ha nNpojaHHble n3genus C uenbto
NnoATBEPXAEHNA  KOMMYecTBa CoAepPXNMOro,
3asBNIEHHOr0 Ha 3TUKEeTKe WM Ha MapKuMpoBKe

NMPUMEHAIOTCA

COOTBETCTBUN HacToAWNM

TONIbKO
n
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Risk Analysis

The product has residual risks in the range set as
acceptable.

The list of materials of anumal and /
human origin

or

BD Multi-Check CD4 Low Control
following human origin components:

contains the

WBC components;
RBC components.

Each human donor/unit used in the preparation of
this product has been tested and yielded non-
reactive/negative results for all conditions
references in 21 CFR 610.40 (a) (b): to be
negative or non-reactive for the presence of
HBsAg, Anti-HCV, NAT testing for HIV-1, HCV
(RNA) and HIV-1/2. Each unit is also negative by
a serological test for Syphilis (RPR or STS).

Stability

Shelf life of the BD Multi-Check CD4 Low control is
maximum 54 days from the manufactured date.
Once opened, each tube can be used up to 9 days
or 9 thermal cycles, whichever comes first.

15. Manufacturer's warranty

Unless otherwise indicated in any applicable BD
general conditions of sale for non-US customers,
the following warranty appiies to the purchase of
these products.

The products sold hereunder are warranted only
to conform to the quantity and contents stated on
the label or in the product labeling at the time of
delivery to the customer. BD disclaims hereby all
other warranties, expressed or implied, including
warranties of merchantability and fitness for any



U3jenusi B MOMEHT [OCTaBKUM €ero 3aKasuuky.
KomnaHna BD oTka3blBaeTcaA OT BCeX Apyrux
rapaHTuii, SBHbIX WAW  HEsIBHbIX,  BKJ/O4as
rapaHTUM MPUrogHOCTU Y COOTBETCTBUSA A/ N06o
KOHKpPETHOW uenwu, a Takxe rapaHTum
HeHapyLleHuns naTteHToB. VicknountenbHas
OTBETCTBEHHOCTb KOMMNaHuu BD orpaHuumBaeTcs
3aMeHon wusgennii Nn6o BO3MeLLeHUEM MNOKYMHOW
ueHbl. KomnaHna BD He HeceT OTBETCTBEHHOCTMU 3a
MaTepuasibHbln yulepb nnu nbble cnyvaliHble nn
YObITKMU, TpaBMbl

9KOHOMM4YeCcKmne notepun, Bbi3aBaHHbIE U3OETNEM.

KOCBEHHbIE BK/1lo4asn nnn

16. Peknamaunwm 7] cBeneHus 06
YMNO/IHOMOYEHHOM npeacrtaBuTene
npounsBoauTens Ha TeppuTopumn

Poccuiickoin degepayunm

B c/nydyae BO3HUKHOBEHUSI BOMPOCOB OTHOCUTESIbHO
MeANLMHCKOro usgenusi, cregyet ob6patlaTbcs K

YNoNHOMOYEHHOMY npencraBuTesnto
nponssoauTtensa B Poccun:
O6uwectBO € OrpaHWYEeHHON OTBETCTBEHHOCTbIO

«bekToH ANKMHCOH BoOCTOK»

Apgpec: 127051 Poccuiickaa degepauynsa, Mocksa,

yn. CapoBaga-CamoTte4dHad, 24/27, 2 3Tax,
nomeuieHue |, komHaTta 18;

TenedoH/dakc: +7 (495) 7758582, +7 (495)
7758583

17. Cnuncok nnutepartypsbl

1. Enumeration of

Immunologically Defined Cell

particular purpose and noninfringement. BD's sole
liability is limited to either replacement of the
products or refund of the purchase price. BD is not
liable for property damage or any incidental or
consequential damages. Including personal injury,
or economic loss, caused by the product.

16. Complaints and information about
representative of the
on the territory of the

Russian Federation

the authorized
manufacturer

1n case of any questions related to the medical
device please contact authorized representative in
Russia:

Becton Dickinson Vostok Limited Liability
Company
Address: 24/27 Sadovaya-Samotyochnaya

Street, 2nd floor, premises |, office 18, 127051
Moscow, the Russian Federation.

Tel./Fax: +7 (495) 7758582, +7 (495) 7758583
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Iepesoa nNepBOTO AKCTA ¢ SHIIHHCKOTO A3LIKA HA PYCCKHH A36IK

Bexvon, Anxnucon a1 Kensann
BA Ballecafiencus

2350 Kstom Jpans <Jlororun Bn (BD)>
Can-Xoce, Kamipopanin 95131
{Becton, Dickisson and Company
BD Blosciences

2350 Qume Drive

San Jose, CA 95131)

Ten.: 408.432.9475

daxc: 403.954.2347

www.bd.com

nmnmeou MmA Kou 511 2350 Ksiom Jpatis, Can-Xoce, Kanndopuna, 95131, CllIA (Becton, Dickinson and
Company, BD Biosciences, 2350 Qume Drive, San Jose, Califomia, 95131, USA).

<[Todnuce> 21 2022 r.
Kpuctana Perrepmn (Cristina Renteria) Mara
Crapuinii CRCUMATHCT MERAYHADOAHOIO OTACHE PCTHCTPRALIHH

A, mwrmm&mu HACTOSIIIHM nomuma-o. 1O mmwn XORUA mmam «ummm

HAXOASIIErOCa B PACTIOPAXCHUH xounauuu Bexton, nmumcon sux Komnann, BJl Baltocaltencus (Becton, Dickinson and
Company, BD Biosciences).

<[Todnuce>

Kpuctuna Pesrrepuis (Cristina Renteria)

Bexron, [luxnucon sua Kounaan, BJ] Baliocakiencra
2350 Kaom Jlp., Can-Xoce, Kannopims 95131
(Becton, Dickinson and Company, BD Biosciences
2350 Qume Dr., San Jose, CA 95131)

Hotapuyc min apyroe JORWHOCTHO® IO, OGOPMASIOUES HACTOSICE
CBHASTENECTBO, YAOCTOBOPSET TONBKO AHHHOCTD JHUA, NOAMKCABIICro
INOKYMEHT, X KOTOPOMY TIDHJIATESTCA HECTOSUICE CBUUCTENBCTRO, & HE
AOCTOREPHOCTh, TOYHOCTS MIM AEHCTBUTEIRHOCTS AAHHOO Z0KYMEHTA,

Ilirar Kanndopuua
Oxpyr Canra-Knapa
[Noamucano noa npucarolt (MK NOATECPAACHC) B MOCM IPHCYTCTBRH
MHIDESD . HUTHC ceroaus, 21 cespans 2022 r. Kpucrwwoli Pepvepna (Cristina
(MICHELLE G. NITIS) Renteria), Aokesagwiell MHE HA OCHOBAMMH NIPETHABNICHMA
Hmyc_mwlm’ JOCTATOMHMX CBHOCTENECTE, TTO OHA ABANCTCH JHLUOM, JBHBILIMCE
Oxpyr Canra-Knapa RO M.

Jluuernus Ne 2271237

Cpox nonsiomouult uerexaer 12 susaps 2023 r. Mourmcs <[Toonuce™>
<TepGosan newate:

BOIbILAR MEYATD LUTATA KAIHGOPHHA> Toamcs norapuycs

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



MepeBo BTOPOro IMCTa C aHIrIMIACKOTO A3blKa Ha PYCCKUI A3bIK

<lorotun B4 (BD)>

NMHCTPYKUWMA MO NMPUMEHEHNIO

MEOVNUMNHCKOIO N3AENVA ONA ANATHOCTUKN IN VITRO:
«KOHTposbHbIN 06pasel LenbHo kKposu BD Multi-Check CD4 Low
AN UMMYHO(EHOTUMMPOBAHUS METOAOM NPOTOYHONM LUTOMETPUMNY,

B BapuaHTax UCMO/THEHMS

«YTBEPXXJAHO»

bekToH IMKMHCOH 3HA KomnaHu,

b/, BaitocaiteHcus

CTapLmii cneumanMcT MeXKAyHapo4HOro 0T Aena perncTpaumm
KpucTuHa PeHTepus

<[opnuce>

[ara: 21 peBpansa 2022T.
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MepeBof faHHOrO TeKCcTa BbiNonHeH nepesogHnkom J K Ceeei” AnekceeM AnekcaHApOBMYEM.

Poccu”kasa ®depepauuns

"opos Mocksa.
ABaguaTtb gesatorcmapt B icyy|n aguaTb BTOPOro roga.
A, MpokoweHkoBa/inéHa E w ~ i [, HOTapuyc ropoga MOCKBbI, CBUAETE/LCTBYIO

NoA/MHHOCTL nognucy nepJloaw™a Anekces AnekcaHapoBuya.
Moanucb caenka BMOMMPUCACThILL .
JInyHOCTb MoAMMCaBNMIo 0" TeHT YET WOB/eHa.

3aperncrtputosaH
Ynna4yeHo 3a cose Koro genctsus: 400 py6. 00 kon.

E.E. MNpokoLueHKoBa

M CKPEM/eHO nevaTbio
E.E. ﬂpOKOLLIQVHO|a
WS Y

fo) r o
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