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BD Multi-Check control

KoHTponbHbI/i 06pa3ey uenbHoW kposu BD Multi-Check

4719 UMMYHO(®EHOTUNUPOBAHUSA MEeTOAOM MPOTOYHOW LUTOMETPUN

05/2023

0003-2021-RUS

BO, /IOrOTUN BO U BCe OCTa/ibHble TOBapHble 3HaKN ABASAKOTCA CO6CTBEHHOCTLIO KomnaHuu BecCon, Dickinson and Company. ® BO, 2022

Pa3paboTumnK 1 NnpoussoamnTens:

Becton, Dickinson and Company, BD Biosciences

(BekToH, OVKWHCOH 3HA KomnaHu, B4

BaliocaieHcus)

2350 Qume Drive, San Jose, Caiifornia, 95131,
CLWA

MecTo nponsBoacTBa:

R&D Systems, Inc.

614 McKiniey Place N.E., Minneapolis, Minnesota,

55413, CWA

YNONHOMOUYEHHbIN
npounssoantTena B Poccuu;

npeancrtaBuTesib

O6lWecTBO C OFpaHWUYEeHHO OTBETCTBEHHOCTbLIO

«beKToOH AUKWHCOH BOCTOK»

127051 Poccuitickas depepauunsa, MockBa, yn.
CapoBas-CamoTeyHasn, 24/27, 2 aTax,
nomeuieHue |, komHaTta 18;

TenedoH/dakc: +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;
R8tD Systems, Inc.

614 McKiniey Piace 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



Monb3oBaTeNio nocTas/nsieTcs TO/bKO
pycckossbluHas  Bepcus  WHCTpyKuum  'no
MPUMEHEHNIO.

1. HammeHoBaHue
nipenna

MeAWLUNHCKOTO

«KOHTpONbHbLI 06pa3ely uUenbHoOW KpoBu BD
Multi-Check ans UMMYHO(EHOTUNNPOBAHUSA
MeTOAOM MNPOTOYHON LMTOMETPUW», B BapmaHTax

NMCNONTHEHWNA.
BapuaHTbl MCNONMHEHMNSA:

1. KoHTponb BD Multi-check control 2,5 mn, 1
wT./yn., B cocTaBe:

1.1 KoHTponb BD Multi-check control 2,5 mn -1
wr./yn.;

1.2 IncT ¢ 0OXXMpaeMbiMn gnanasoHamm 3HaAUYEHU
(«Assay Ranges»);

1.3 NHCTpYKUMA NO NPUMEHEHMUIO.

2. KoHtponb BD Multi-check control 2,5 wmn, 2

LUT./yI'I, B coCTaBe:

2.1 KoHTponb BD Multi-check control 2,5 mn -2
wTt./yn.;

2.2 IncT ¢ OXXKMAaeMbiMN gnanasoHamm 3Ha4vYeHui
(«Assay Ranges»);

2.3 NHCTpYKUMA NO NPUMEHEHMUIO.

3. KoHTponb BD Multi-check control 2,5 mn, 5

wT./yn., B cocTase:

3.1 KoHTponb BD Multi-check control 2,5 mn -5
wT./yn.;

3.2 lncT ¢ OXXKMpgaeMbiMU gnanasoHamMmn 3HavYeHuni
(«Assay Ranges»);

3.3 VIHCTPYKUMSA MO NMPUMEHEHMUNIO.
2. HasHauyeHwue

MegununHckoe usgenne a8 ANArHOCTUKK in vitro
ABNAETCA CTAbU/IbHLBIM KOHTPOJibHbLIM 06pasyom ¢
NPUCBOEHHbLIMWU 3HAYEHUAMU, NpefHa3HaYeHHbIM
ans KOHTpONA

KadyecTBa npouyecca

MMMYHOMEeHOTUNNPOBAHNA cy6bnonynauuni
nenkounToB yenoBeka ans npu6opos,
paboTalWwmnx No MeToay NPOTOYHOW LUTOMETPUM,
mcnonb3yeTca B

cpeacTBa B AMArHocTMKe in vitro nmpu KoHTpone

KayecTtBe BCnomoraTtesibHOro

OKpawunBaHNA aHTuTenamu, nn3nca

3pMTPOLUNTOB, HaCTPOWKM n  apdekTnBHOM’

paboThl npuéopa, obecneuynBaeT

NONOXUTENbHbIN KNeTOUHbI KOHTPO/b.
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Users receive only Instruction for use in Russian

1. Medical device name

«BO Multi-Check Control Sample of Whole Blood
for immunophenotyping in flow cytometry», in

varieties.
Varieties:

1. bD Multi-check control
consists of:

2,5 ml, 1 psc/pack,

1.1 BD Multi-check control 2,5 ml -1 psc/pack;
1.2 Assay Ranges;
1.3 Instruction for use.

2. BD Multi-check control
consists of:

2,5 ml, 2 psc/pack,

2.1 BD Multi-check control 2,5 ml -2 psc/pack;
2.2 Assay Ranges;
2.3 Instruction for use.

3. BD Multi-check control
consists of:

2,5 ml, 5 psc/pack,

3.1 BD Multi-check control 2,5 ml -5 psc/pack;
3.2 Assay Ranges;

3.3 Instruction for use.

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 tn the same

manner as whole blood.



ob6pabaTbiBaeMblil Tak e, Kak M Npo6bl LenbHOM
KPOBMW.

3. 0O6nactb NpUMEHEHMNA

KnnHunko-nabopatopHaa fguarHoctuka.

4. KpaTkoe onuncaHwue MeToda 7]
MNOACHEeHUsA
MMMyHO( eHOTMNIUPOBaHKE nmmagpounToB

MeToA0M MNPOTOYHOW LUTOMETpUU npepcTaBnsieT
CO060W CNOXHbIN,
BD Multi-Check
o6pasyom c

MHOTOoCTyneHu4aTblii npouecc.

aBnseTcs CTabUNbHBLIM
KOHTPO/IbHbLIM NMPUCBOEHHBIMMU
3HAYEeHUAMU, WNCNOMb3YEMbIM NS MOHWUTOPMWHTA
npouecca uMMyHogeHoTunuposaHusa. C BD Multi-
Check cnepyeT ob6pawaTbcss Tak Xe, Kak U C

LEeNbHOW KPOBbIO.
5. MpnHunn metToankn n pabdoThbl

MpurogHoble
MMMYHO( EHOTUNNUPOBAHUSA
COOTBETCTBEH HO

pe3ynbTaThl
3aBuUCAT oT
nopgo6paHHOM METOAUKMN,
3P heKTUBHOCTM NM3ncCa IPUTPOLUTOB M YUCTOThI
pasgeneHuns nonynauuni nerkounTOB.
PasgeneHne monynsiunMii OCHOBbIBAETCH Ha TaKuX
cBolicTBax, KakK

rnaBHbIX XapakKTepuctunka

cBeTopaccenBaHunsd n PEeaKTUBHOCTb Cc

KNEeTOUHbIMU hNyopecueHTHbIMK

MOHOK/MOHANIbHBIMKU  aHTUTenamu. HafexHoro
BHYTPU- " Mexna6opaTopHOro KOHTPONS
KauecTBa ans npouecca
UMMYHO(MEHOTUNNPOBAHUS MOXHO JOCTNYUb

Hannyywum o6pasom nNpu NomMowm cTabunbHOroO,
MCNbITAHHOTO KOHTPONbHOTO o6pa3ya, Takoro Kak
BD Multi-Check Control

6. MHpopmauuna o] cneunduUUyeckKkom
paccTpoiicTBe/ COCTOAHUN NN dakTope

pucka, ansa OBGHapy>XeHuUs,
onpepgeneHus nnn
andphepeHunpoBaHmns KOTOpPOro

npegHasHadyeHoO MmegnyumMHCKoe mn3genuve

N3penne siBNAeTCcs BCNOMOraTefbHbIM CPeACTBOM
B in vitro AMarHocTuKke COCTOAHWS KAETOYHOrOo
3BEHa WMMYHHO CUCTeMbl, HEMOCPEACTBEHHO He
BbINONHSET aHanuTUyYeckux GYyHKLWUA, 1 He
Mcnonb3yeTcss ANA OGHApYXeHuUs, onpejeneHus
nnn anddepeHympoBaHus Kakoh-nnb6o

CI'IELI.I/I(*)VI‘-IGCKOI‘/‘I nartonorun, COCTOAHUA nnn

thakTopa pucka, U NnpefHasHa4YeHOo AN KOHTPOAS
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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 is a stable control with assigned
monitor the
immunophenotyping process. The BD Multi-

Check should be treated in the same manner as

values that can be used to

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 control.

6. Information\clanfication about a
specific disorder, condition or risk
factor, for the detection, definition or
differentiation for which the 2zZVD
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 pathoiogy,
condition, or risk factor, and is intended as a
guality control process for immunophenotyping

for flow cytometry instruments, providing a



KayecTBa npouecca WUMMYHO(EHOTMNUPOBAHUA positive cellular control, and is processed in the

ans npn6opos, paboTatowmx no meToay same manner as whole blood samples.
NPOTOYHOW LuuTOMETpUM, obecneynBas
NOMOXUTENbHbIN KNeTOYHbIN KOHTpPONb,

obpabaTbiBaeMbll TakK XXe, Kak U Npo6bl LenbHON’

KpoBMU.

7. PeareHT 7. Reagents

MNMocTtaBndaemble peareHThbl Reagent Provided

KoHTponb BD Multi-Check COAEPXUT The BD Multi-Check control contains stabilized
cTabunnmM3npoBaHHble 3PUTPOLUUTBI U NEWKOLUTDI human leucocytes and erythrocytes in a

yenoseka, CycCNneHAUWPOBaHHble B XWAKOCTU C preservative medium.
KOHCepBaHTamu.
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Ona npuMeHeHUs KOHTpONA TpebyeTcs
Hagnexauw,nm obpasom 06CNYXEHHbI * 1
OTKanmbpoBaHHbLIN npuoop. KOHTpOAbHbI

o6pasel, MNO3BONSeT MNPOBEPUTb MNPaBUIbHOCTb
pa6oTbl npu6opa [0 Hayana MuccneaoBaHuUs
o6pa3yo0B MauuMeHTOB Ha OCHOBE pPe3ynbTaToB

aHanunza w”W nepeyHa oOoXuUaaemblX aAnana3oHOB

Ka)K,ElOf;l naptumm, YKa3aHHbI X B nucre

«Pe3ynbTaTbl aHanM3a M 0XMUgaeMble AManasoHbl
3HauyeHuii». Kcnonb3oBaHue

nsgenns  paert

BO3MOXHOCTb NonbL30BaTEIO npaBuabHO
npnéop nepes aHanusom 06pasuyoB
CBOAA K MWHUMYMY pUCK

LeHHbIX 06pa3u0B NaLWEeHTOB WU

HacTPOUTb
nayneHTOB, notepu
nonyyeHus

OWMNBOYHbIX PE3yNbTaTOB.

8. Mepbl
npeaynpexneHus

npegocTtopo>XHoCTun,

TonbKO ANa ANArHOCTUKK in vitro.

NMPEOYMPEXAEHWME O6pawaiitecb co Bcemu

npoaykKTamMu  KpPOBM  KakK C MOTEHLUanbHoO
LoHopa,

[aHHOTO

I/IHQJGKLI'VIOHHI:IMM. Kaxpgoro

NPMUBNEYEHHOro AN MNPUIOTOB/IEHUSA
npoaykra, npoBepsnu B COOTBETCTBUMU c
MeToAOM, NnuueH3nposaHHbiM FDA. Hm y ofHoro
M3 HUX He

6blna OTMevyeHa PeakKTUBHOCTb K

NPUCYTCTBUIO NOBEPXHOCTHOTO aHTureHa
renatuta B (HBsAg), aHTureHa BWU-1, a Takxe
aHTMTen K Bupycy renatuta C u BUU-1/BNY-2.
OpaHako HKN N3BECTHbI I

OAVH mMeTon

nccnefoBaHWa HE MOXEeT rapaHTMpoBaTb, 4TO
NMPOAYKTbl, MOJMIyYeHHbIe W3 KPOBW 4YesioBeka, He

6yayT NepeHoOCUTb BO3byamTenen MHMeKLNNA.

NMPEAYNPEXOEHWNE Mpwu
usgenuem wUAu  ero

obpaweHun c

yTUAM3aunum yuduTbiBaiiTe

Mepsbl NPesoCcTOPOXHOCTH ans o6pa3yos,
MONyYeHHbIX OT MNauWeHTOB, YKasaHHble B
HOPMAaTUBHbIX MeToguKax 6MONOTNYECKOI

6e3onacHocTW, A[EeNCTBYKLWMUX Ha Tepputopuu

CTpaHbl MPUMEHEHUS.
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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 MBs Ag, HIV-1 Ag, and antibody
to HCV and HIV-I/HIV-2. However, no known
test methods can offer assurance that products
derived not transmit

from human blood will

infectious agents.

WARNING When handling or disposing of vials,
follow precautions for
specified

patient specimens as
In the biosafety procedures, which are
applicable to your country.



9. XpaHeHune n obpauieHumne

TemnepaTypa XpaHeHusa: +2 - +8°C
TemnepaTtypa npu npuMmeHeHuun: +18 - +26°C
BHuMaHMe:

e Hewncnonbsyemsble npo6uMpKM XpaHuTe

NAOTHO 3aKpbITbIMNU B BEPTUKA/IbHOM

NoN0OXeHUN (KpblwKamu BBEPX) npu
TemnepaTtype +2 - +8°C.
e HeBCKpbiTble NpPo6GUPKKU

ncredyeHmMa CpokKa

cTabunbHbl A0

rofHOCTU, YyKa3aHHOTO

Ha KaXpoi npobupke M B CNPaBOYHOM
INCTKe CO 3HAYeHUAMM ANA aHanusa.

e OTKpbITbIE npo6upkm octawTCcs

CTabUbHBIMW Ha NPOTSXKEHUN 9 TENNOBbIX

LUNKIOB (ucnonb3oBaHWUiA) npwu
Hagnexauwem obpaweHun. Tennosoi LUKA
COCTOUT W3 BbINO/IHEHMUA BCEX MNYHKTOB B
WHCTPYKLUMM NO NpUMEHEHUIO B pasjgene
«MeToaunKka» WHCTPYKUMM NO NPUMEHEHUIO
OAVH pas.

e l36eraiiTe HEHYXHbIX LWKIOB Harpesa Wu
oxnaxpeHua. [epxute 3alWuleHHbIM OT

3amMep3aHusa, oT TemnepaTyp Bbliwe +30°C

M OT MNPOAOXKMNTENbHOTO

(6onbwe 30

HaxoXpeHusn
MUHYT) MNpW  KOMHAaTHOW
(+18 - +26°C).
NyHKTaM 13 WHCTPYKLMM no

TemnepaTtype TouHO
cnepyhTte
NPUMEHEHMWIO

nsgenns n3 pasgena

«M eToanKa».
10. NMpu3HaKM HENPUTO4HOCTHU

LlBeT Hajocajo4YHOro pacTBopa fO/XeH 6GbiTb OT

CO/TOMEHHOro [0 CBET/NI0-PO30BOr0. W3MeHeHue
uBeTa HajoOCajO4YHOW O>KUAKOCTU BCNefCTBUE
M36bITOYHOTO TEMONM3a MOXET Bbl3blBaTbCs

HarpesomMm WUIN 3aMep3aHUNEM.
11. MeTognkKa NnpuMeHeHnsa

1. WN3BneknTe NpobMpKYy M3 xonogumnbHuka (2-
8 °C) n
Temnepatype (18-26 °C) Ha 15 MUHYT.

ocTaBbTe npu KOMHaTHOM
BHMUMAHWE! He BcTpsixuBaiiTe Nnpo6uUpky u
He Ncnonb3yinTe MexaHMYecKyl Melanky.

2. 3axmute npobupky

Mexfay nagoHamMu B

BEPTUKA/IbHOM NOJIOXKEHUU " 10 pas
NPoOKpyTUTE BNepej-Hasapg.
3. 10 pa3 OCTOPOXHO MepeBepHUTe NPoOOBUPKY

BBEPX AHOM.
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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.

until the

expiration date indicated on each vial and

Assay Values sheet.

e Unopened vials are stable

e N~ 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. Procedure

1. 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.

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

3. Gently invert the vial 10 times.

Repeat steps 2 and 3 until the cell pellet on

the bottom of the wvial is completely



12.

MoBTOpANTe NYHKTbl 2 M 3, NOKa KAETOYHbIN

ocajok Ha aHe npo6unpkun .He

pecycneHaupyeTcs NOMHOCTbHO (moxeT
noHagobutbca oT 3 40 4 UUKIOB).
HenocpeacTBeHHO nepef oT6opom npo6 5 pas
nepeBepHUTEe NPO6GMPKY BBEPX AHOM.
HacTtpoliTe NMPOTOYHbIN umTOMETp n
MCNoNb3yliTe MOHOK/OHANbHbIE aHTUTeNna B
COOTBETCTBUY o pekoMeHAaunaMu
nponsBoANTENS AN 06pa3y0B OT NAaLNEHTOB.
O6paboTaiitTe BD Multi-Check Control TouHO
Tak Xe, Kak 1 o6pasel OoT nauueHTa.
MPNMEYAHWNE Mcnonb3ays mMeTof[

!'IMBI/IpOBaHI/IH/OTMbIBKI/I npun NpuUroToBieHUM

obpasua, pecycneHAuUpyinTe OKOHYATEsIbHbIN
KNeTo4Hbli ocagok BD Multi-Check Control B
hocpaTHo-conesom 6GydepHOM pacTBope,
cogepxauem 0,1 % asmpa HaTpus
(PBS/NaN3), BMECTO dukecnpyrouero
ob6pasya.

Cpa3y e nocne otb6opa npo6 BepHute BD
Multi-Check Control B xonognnbHuK.

OrpaHunyeHunsd
PesynbTaTthl rapaHTMpyrwTCcA TO/NbKO AnA
MapKepoB, MNepeyYncneHHbIX B CNpaBOYHOM

NINCTKE CO 3HaYeHMAMU ANSA aHanu3a.

HekoTopble napameTpsl BD
Multi-Check Control oT
HabnwgaeMblXx NPM MUCNONb30BaHWU CBeXeW

OKpawunBaHuAa
MOTYyT OT/n4daTbCA

LenbHom KpPOBM. MpumeHeHne
AONONHUTENbHbLIX (PUKCUPYKLWUX PacTBOpPOB
nocne nauM3uca 3PUTPOLUTHOW  Macchl B
o6bpasuyue BD Multi-Check
Control moXeT NoBAMATL Ha 3P PEKTUBHOCTD,
He

cpoka

KOHTPO/IbHOM

a, cnepoBaTeNbHO,
MCcNnonb3ylTe

He pekomeHAayeTcsA.
nocne nucteyeHus
rogHOCTM, YKa3aHHOTr0 Ha 3TUKeTKe.

BD Multi-Check Control He npegHa3HauaeTcH

ans MCNoNb30BaHUS B KauecTBe
KOHTPONbHOTO o6pasua ans
reMaToNoOrMYecknux aHanmM3aTopoB LENbHOM

KpOBWU.

BD Multi-Check Control He npegHa3HavaeTcs
ANS MCNnonNb30BaHWS B KavyecTBe MHAMKaTopa
KNeTOYHOW XM3Hecnoco6HocTU. NMpumeHeHne
KpacuTtenew N8 OLEHKW XMWU3HECNnoCo6HOCTH,
TakMx Kak nponuauin HWOAUCTbLIA U 7-aMWHO

aKTUHOMULWH D, BMecTe C  AaHHbIM
NPOAYKTOM He peKomeHayeTcs.
Ecnu 3HavYeHusn He nofyyeHsl npu

MCNONb30BaHNM ofHONNATHOPMEHHbIX
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resuspended (3 to 4 be
necessary).

Invert the vial

cycles might

5 times immediately before
sampling.

Set up the flow
monoclonal

the
according to the
patient

cytometer and use
antibodies
manufacturer's directions for
samples.

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

NOTE When lyse/wash sample
preparation method, resuspend the final BD
Multi-Check pellet in

phosphatebuffered saline with 0.1% sodium

using a

Control cell

azide (PBS/NaN3) solution instead of a
fixative solution.
Return the BD Multi-Check Control to the

refrigerator immediately after sampling.

Limitations

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

Some staining parameters of the BD Multi-
Check 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 Control can
affect performance and is not recommended.
Do not use beyond labeled expiration date.
The BD Multi-Check Control
as a control

is not intended
for hematology whole blood
analyzers.

The BD Multi-Check Control is not designed
to act as an indicator 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, the lymphocyte and white

blood cell counts reported in the Assay Values

use

sheet for calculating absolute values.
Expected values listed as percent of total
each

by
multiplying the percent of each phenotype by
total

lymphocytes or as number of
phenotype. Number/pL is calculated

lymphocyte counts obtained through
independent analysis using a combination of
technologies.



MeTO/0B, npm pacueTe a6CoM0 THbIX

3HaAYeHUI VICHOI'IbSyI7ITe Konun4dyecrtBea
J'II/IMdJOLI'I/ITOB n ]'IeIZKOLI'I/ITOB, YKa3aHHble B

CNpaBoOYHOM JINCTKE CO 3HayeHuAMU ANnA
aHanusa.
OXunpaemble 3HavyeHMa npepcrtaBfieHbl B
CNuUcKe KaK NpPOLEeHTHOe cojepXaHwe BcCeX
nMMdounToB  WAM  KaK  4YUCAO0  KaXAoro
deHoTuna. Ona pacyeTa umcna KNeToK/MKN
cnegyeT YMHOXUTb MPOLEHTHOE cofepXxaHue
Kaxaoro @eHoTMna Ha obuwee KOIUYECTBO
NMMMAoUNTOB, 3HAYEHME KOTOPOro MONYyYeHO
B xone He3aBUCMMOTO aHanusa c
MCNONb30BaHNEM COYETaAHUS MeTOoLMUK.

Ecnu He

NONHOCTbLHIO nepemewaTtb

nepeg
npuesefet B

colepxXumoe B npo6upke
ncnonbL3oBaHWem, TO  3TO
B3ATbll

HEerogHocTb Kak obpa3sey, TakK u

ocTaBlWMKiica B Npobupke maTtepuan.

13. O>kupgaemble pe3ysbTaThl

3HauyeHuns, npepctaBfieHHble B Jlucte napTtuun

«Pe3ynbTaTbl aHanmn3a N oXupgaemble gnanasoHbl
nosay4yeHbl no

3HAYEHUN», pesynbTtaTam

NMPoOTOYHON LMTOMETPUM c
UMMYHOM EHOTUNUPYIO L UMK

KOTOpble

peareHTamu,
MCMNONb30BaNUCb B COOTBETCTBUM C

pekomMeHgaumAaMn NPOM3BOAMNTENSA peareHTOB.
[OvanasoHbl yKa3aHHbIX 3HAYeHUN OCHOBbIBal TCA
Ha oXungaemblX Bapmnaunax scneaciteme pasnnyna
peareHTOB (aHTuTena u nusupywwune o6ydepsl),
npu6éopoB, MeTOAUK WUCCNefO0BaHUA U MeTOLOB

aHanunsa gaHHbIX.

MPUMEYAHWE Kaxpoihi na6opaTopun cnepyet

YyCTaHOBUTb cob6CTBEHHbIE npunemnemMmsble

AnanasoHbl.

Mpu Heo6XxoAMMOCTU creflyeT OTKOPPEKTUPOBATL

3HayeHus Ha YNCTOTY nMM@ounTos,
onpepensemMyt okpawuBaHuem CD45+. T[lpu
HagnexauweMm rediTupoBaHun N AN3nce, 3Ha4YeHNS
YNCTOTbl W U3BNEYEHUA NUMAPOLUTOB [ONXKHbI
coBnajgaTb C€ YKa3aHHbIMW B peKoOMeHAaumnsax
LeHTpa no koHTpont 3abonesaemoctn (Centers

for Disease Control, CDC).

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

Incomplete mixing of the vial before use
invalidates both the sample that is withdrawn

and the remainder of the material in the vial.

13. Expected results

The assay values reported in the Assay Values
sheet are derived from flow cytometry results
with reagents used
according to
recommendations.

immunophenotyping
reagent

Ranges for

expected

manufacturer
reported values

are based on variations due to

differences in reagents (antibodies and lysis
buffers), instruments, technique, and data
analysis.

NOTE Each laboratory should establish its own

ranges.

are corrected,
lymphocyte purity as defined by CD45+ staining.

Values where appropriate, for
With proper gating and lysis, lymphocyte purity
and recovery should match the Centers for
Disease Control (CDC) guidelines.



14. AonoNnHNTeNbHbIEe CBeAeHNA

MoTeHyManbHble Nonb30BaTeNn

[MoTeHuManbHbIMU nonb3oBaTtenamum

MeAUWLUWHCKOTo wu3genua in vitro mMoryt ObliTbh

Bpauu, MeAWUWHCKNE pabOTHUKM, MefULUHCKUE
nabopaHTbl, mefacecTpbl, 06y4YeHHble paboTaTb Ha
Tpebyemom aHanu3atope W ob6najgakwwue BCeEMU
TpebyembiMn 3HaHMAMM no cbopy ob6Gpa3yos
KPpOBM M ob6pal,eHnto C Beu,ecTBaMu, MMEKLWLUMN

cTaTtyc 6MONOrMYecKn OMacHbIX.
Noka3zaHMA K NPUMEHEHUIO

He npumeHumo.

N3penve npumeHsieTca AN KOHTPOAA KauyecTBa
npouecca ans
npu6opoB, paboTawwWwmx Mo MeToAy MNPOTOUHOI

MMMYHO(EHOTUNUPOBAHUS

LMTOMETPUN.

MpoTuBoMoKasaHUss K TMPUMEHEHUID
BO3MO>XHble MOGOYHbIE AENCTBUS

n

He BbISIBNEHDI.

CneyuvanbHble Tpe6oOBaHUA K MPUMEHEHUIO

Mpwu npoeefeHUN aHanusa MeLULNHCKNI
pa6OTHUK [O/KEH HaXoAUTbCA B MeLULWMHCKUX

nep4yaTtkax.
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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.

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 medical

during the analysis.

personnel must use gloves



KoMnNNeKTHOCTb NOoCTaBKU

B
MeLULUHCKOE

3aBUCUMOCTHU oT BapuaHTa McnonHeHnA

nspenve nocrtaBngaeTcsa B

cnefyloumnMx KoMmnaekTayuax:

1. KoHTponb BD Multi-check control 2,5 wmn, 1
wT./yn., B cocTaBe:

1.1 KoHTponb BD Multi-check control 2,5 mn -1
wTt./yn.;

1.2 NncT c oXXnjaeMmbiMn gnanasoHamm 3HavYeHuU
(«Assay Ranges»);

1.3 WHCTpYyKLUMA MO NPUMEHEHNIO.

2. KoHTponb BD Multi-check control 2,5 wmn, 2
wTt./yn, B cocTaBe:

2.1 KoHTponb BD Multi-check control 2,5 mn -2
wTt./yn.;

2.2 lncT ¢ oXXupgaembiMy ananasoHamm 3HaAUYEHWIA
(«Assay Ranges»);

2.3 NHCTPYKLMA NO NPUMEHEHUIO.

3. KoHTponb BD Multi-check control 2,5 mn, 5

wT./yn., B cocTaBe:

3.1 KoHTponb BD Multi-check control 2,5 mn -5
wT./yn.;

3.2 Jlnct ¢ 0XMgaeMbiMn ananasoHamm 3HaYeHUi
(«Assay Ranges»);

3.3 VIHCTpYyKUMA NO NPUMEHEHMUIO.

Knaccudgpunkayms MmeguuuUHCKOro usaenmns

CornacHo pgeiictBytowum npasunam B CLA

n3genve otHocmutca K knaccy Il.

XapaKTepucTtukn mnigenns

MapameTp 3HayeHune
BHeLWHW dunsnueckoe coctodHme: XnNAKoCTb
BUA LieT: TeMHO-KpaCHbIN
pH 7.3-7.5
PacTtBopumo
PacTtBopum
cTb B BOZE
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Completeness of delivery

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

1. BD Multi-check control
consists of:

2,5 ml, 1 psc/pack,

1.1 BD Multi-check control 2,5 ml -1 psc/pack;
1.2 Assay Ranges;
1.3 Instruction for use.

2. BD Multi-check control
consists of:

2,5 ml, 2 psc/pack,

2.1 BD Multi-check control 2,5 nhl -2 psc/pack;
2.2 Assay Ranges;
2.3 Instruction for use.

3. BD Multi-check control
consists of:

2,5 ml, 5 psc/pack,

3.1 BD Multi-check control 2,5 ml -5 psc/pack;
3.2 Assay Ranges;

3.3 Instruction for use.

Classification of the medical device

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

Control characteristics

Parameters Item

Appearance Physical state: liquid
Color: Dark red

pH 7.3-7.5

Solubility In \Nater Soluble



YcnoBusi TPaAHCMOPTUPOBKU

TemnepaTtypa npu TpaHcnopTupoBke: +2°C‘pao
+8°C;

N3pgenve TpaHcnopTupyeTcsa B
TEPMOUN30NNPOBAHHbIX KOHTelHepax c
XnajareHTom.

YTununsauyuna

B cOOTBETCTBUU C JEWCTBYKOLWMUM Ha Tepputopumn
P® CaHluH CaHluH 2.1.3684-21
OTHOCUTCA K oTXxofam kKnacca b.

nspenne

KoHeuYHblii nonb3oBaTenb 0653aH yTUAN3UPOBATH

nmcnonb3oBaHHOE nspgenne, c06nwgaﬂ

AGMCTByDLuMG HaunoHanbHble NpaBuia U HOPMbI.

OnncaHne CUMBOJIOB, WCMNO/Ib3YyeEMbIX B
MapKnpoBKe
Cumon /
OnuncaHue
Symbol
LOT Koa naptuu
Mcnonb3oBaTtb 0
REF KaTtanoxHblii HoMep
IVD MeaunynHckoe nspenue ans
OVNarHoCcTUKKM in vitro
3Hak COOTBETCTBUA OCHOBHbIM

Tpe6oBaHWAM [VWPEKTUB W CTAHAAPTOB
Esponelickoro cotsa.

C€

a

eifuM.com

1]

ObpaTtuTtech K no

NMPpUMEHEHNIO

VHCTPYKLMK

TemnepaTypHbIli Anana3oH XpaHeHus

Bbnonornyeckasa onacHocTb

-
I J M3rotosutesnb
YNOoNHOMOYEHHbI
EBponeiickom coobuiecTse

YNO/THOMOYEHHbI
LWseiuapum

CH REP

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

npeactaBuTeslb B

npeagcrtaBuTesnlb B

12

Transportation condition

Temperature of transportation: from +2

+8 °C

°C to

The device is transported in insulated containers
with cold packs.

Utilization rules

accordance with the SanPiN 2.1.3684-21
the the
Federation, the device belongs to class B waste.

In

applicable in territory of Russian

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

Label and symbols description

Description
Lot number
Use until ...

Catalog number

In Vitro Diagnostic Medical Device

CE marking; Signifies European technical conformity

Consult instructions for use

Temperature range of storage

Biological hazard

Manufacturer

Authorized representative in the European Community

Authorised representative in Switzerland



MepeyeHb MNPUMEHSAEMbIX MPON3BOAUTENEM
cTaHaapToB

CtaHgapT

HanmeHoBaHUe cTaHfapTa
1/ standard

n3penus MeauLuuHCKue.
MpumMeHeHVe MeHeMXKMeHTa pucka K
MEeAULUHCKUM U3[ensm

ISO 14971

MegnunHckme n3genuns ans
AnarHocTuku in vitro. MHopmayms,
npegocTasnsemas
n3rotoputenemMm(MapkmpoBka).

EN 18113

N3penna MeANLMHCKNE
AnarHocTukn  in  vitro.
cTabunbHOCTHU peareHToB

ANarHocTuku in vitro

ansa
OueHka
ans

EN 23640

N3pgenusa MeanLUUHCKne ans
ANarHocTuku in vitro. W3mepeHune
Be/INYNH B Npobax 6M0N0rnyeckoro
nponcxoxaeHusa. TpeboBaHua K
onuncaHui pedepeHTHbIX MeToAUuK
BbIMO/IHEHNA U3MEPEHUiA

EN 15193

OueHka PYyHKUMOHANBHbIX
XapaKTepucTuk MeANLUHCKUX
n3fenuin ana AnarHocTukuy in vitro

EN 13612

TepmuHonorus, CUMBOJIbI n
NHopmayuns, npefoctaBnsemble
Npon3BOAUTENIEM C MEAULUHCKUMY
npuéopamu.

EN 1041

n3pgenna meguunHckme. CUMBONbI,
npuMeHsaeMble NpuM MapKMpoBaHUU
Ha MeANLUHCKNX n3genunsax,
3TUKeTKax M B COMPOBOAWUTE/NbHON
OOKYMeHTauuu. OCHOBHble
TpeboBaHus

EN I1SO 15223

PernameHnt (EC) Ne 1272/2008 -
Knaccuukaumsa, MapkMpoBka U
ynakoBKa BeuiecTB u cmeceit (CLP)

CLP Regulation
EC 1272/2008

MeToANKN BbIGOPOYHOTO KOHTPONSA

ans NPUEMOYHbIX ncnblTaHuni
EN 13975 MeaNLUHCKUX nsgenunii ansa

ANarHoCTuKn in vitro.

CTaTuctnyeckme acnekTbl

YcTpaHeHne WAN CHUXKEHME pucka

NHekyum, CBSI3aHHOA c
EN 13641

ANarHocTu4yeckum MeaUNLNHCKUM

YCTPOMNCTBOM in vitro.
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List of applicable standards

Standard name .My

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, labelling 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



AHanuns3 puckos

n3penne o6na,qaeT OCTaTO4YHbIMU punckamun B

Anana3oHe, YCTaHOB/IEHHOM Kak I'IpVIerIeMbIVI.
MepeyeHb MaTepuasnoB >XWUBOTHOFO U/UNu
YesIoBeYEeCKOro NMPOUCXOXKAEHUS

BD Multi-Check Control
KOMMOHEHTHI

KoHTpoO/b COOAEPXUT

cneaywouue yenoBeYecKoro

NMPOUCXOXAEeHUNA:

e JleiikounMTapHble KOMMOHEHTHI;
e  JpUTPOLUTAPHBLIA KOMMOHEHT.

Kaxpabli pgoHOpCcknin o6pa3el KpPpOBM YenosBeka,
ncnonb3yembli B npov3BoACTBe nsgenus,
NPOXoAWT  WUcNbiTaHuA, Tpebyemble FDA [
yKa3zaHHbix B 21 CFR 610.40 (a) (b), u o6sa3aH
/ oTpuuyaTenbHble
pe3ynbTaTbl ANA BCeX YCNOBWN, yKa3aHHbIX B 21
CFR 610.40 (a) (b): oTpuuaTtenbHble pe3ynbTaThbl

HBsAgQ, aHTn-HCV, aHanus
kmcnot (NAT) Ha BWY-1, HCV
(PHK) n BWY-1/2. Takxe ANs Kaxnon eguHULbI

NMeTb HepeakKTUBHbLIE

Ha Hanmnyune

HYKNEeWNHOBbLIX

nonyvyeH oTpuuaTenbHbl i pesynbTaTt
Ceponornyeckoro uccnegoBaHna Ha cudunuc
(aHTUKaApPANONNNUHOBLINA TecT [RPR] nnm

Ceponornyecknin Tect Ha cucunuc [STS]).

CTtabunnbHOCTb

Cpok ropgHocTu KoHTponeir BD Multi-check
cocTaBnsetr He o6onee 54 pgHew c Aarthl
M3roTOB/IEHUS. Mocne BCKPbITUA Kaxnayto
NPpo6MpPKY MOXHO WMUCNONb30BaTb B TeyeHue 9

AHEVI UM 9 TeEpMUYECKUX LUKNOB, B 3aBUCUMOCTH
OT TOro, 4YTOo HaCcTynuT paHblWe.

15. N'apaHTun nponssoanTens

Ecnn He ykasaHO WHaye B N1 6 bl X NMPUHATHIX

KoMnaHueld BD ob6wux ycnosuax npopaxwu pns
KnneHToB 3a npepaenamu CLIA npu nprnobpeTeHunm
aTnx

nagenni npuMeHs TCA

rapaHTuiiHble 06s3aTeNbCTBA.

cnepywouwune

B
FapaHTMVIHbIe ob6a3aTenbcTBa pacnpocTpaHATCA

COOTBETCTBUN c HacToAW UM OOKYMEHTOM

Ha nNpojaHHble U3genns TONbKO C  LeNbio

noaoTBepXaAeHma Konunyectea WU CcOoAepXUMOTO,

3adBNeHHOro Ha 3TUKEeTKe WM Ha MapKupoBke

nanenmna B MOMEHT AOOCTaBKWM €ro 3aKa34duky.

KomnaHua BD oTKa3biBaeTcAa OT BCex [ApYyrux

FapaHTVIVI, ABHBbIX nnun HEeABHBbIX, BKAw4vasa

rapaHTWM MNPUTOLHOCTU W COOTBETCTBUS ANf

N 60N KOHKPETHOW uenu, a TakXe rapaHTumu
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Risk Analysis

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

The list of materials of anumal and / or

human origin

BD Multi-Check Control
human origin components:

contains the following

e WBC components;
e 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).

Stabiiity

Shelf life of the BD Multi-check
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.

control is

15. Manufacturer's warranty

Unless otherwise indicated in any applicable BD
general conditions of sale for non-US customers,
the following warranty applies 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 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 liabie for property
damage or any incidental

or consequential



HeHapylweHns naTeHTOB. NcknwountenoHas
OTBETCTBEHHOCTb KomnaHwuum BD orpaHuuymBaeTcs
3aMeHOl m3gennii NM6o BO3MELW EHNEM MOKYMHOM’
ueHbl. KomnaHna BD He HeceT OTBETCTBEHHOCTH
3a MaTepuanbHbllii yuwepo nan nwobble cayyanHble
BKAKOYaA TpaBMbl

NN KOCBEHHbLIE y6bITKVI, nnn

9KOHOMMUYeEeCcKMne notepun, Bbi3BaHHbIE N3aeNeEM.

16. Peknamayunnu " cBefeHuns 06
YNO/THOMOYEHHOM npepcraBuTene
nponsBoanTens Ha Tepputopumn
Poccuiickon depgepauunu

B cnyvae BO3HWKHOBEHUS BOMpPOCOB
OTHOCUTENBHO MEAULMHCKOro u3genusl, cnegyeT
obpawaTbes K YNonHOMOYEHHOMY

npeacTaBUTENO0 Npou3BoaMTENsa B Poccuu:

O6wecTBO C OrpaHWYeHHOlW OTBETCTBEHHOCTbIO
«BbeKTOH JUWKWHCOH BoOCTOK»

Appec: 127051 Poccuiickas depepauyuns,
MockBa, yn. CapoBasi-CamoTedHasn, 24/27, 2
3Tax, nomeuieHune |, komHaTa 18;

TenedoHn/®dakc: +7 (495) 7758582, +7 (495)

7758583

17. CnucokK nutepatypbl

damages, including personal injury, or economic
loss, caused by the product.

16. Complaints and information about
the authorized representative of the
manufacturer on the territory of the
Russian Federation

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

Becton Dickinson Vostok Limited Liability
Company
Address: 24127 Sadovaya-Samotyochnaya

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

Tel./Fax: +7 (495) 7758582, 47 (495) 7758583
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immunophenotypic analysis of hematologic neoplasia by flow
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18. CBegeHusa o PYCCKOSA3bIYHO
MapKUMpoBKe MeAWUMHCKOro wusgenusa
ONa AnarHocTUKM in vitro
Ha rpynnoByl  ynakoBKYy  u3genunsa B
3aBUCUMOCTM OT BapuaHTa WUCMOJIHEHUA
HaHoCUTCA pycckoda3blYyHad  MapKuUpoOBKa.

MaKkeTbl npeAcTaBneHbl Ha pUcyHKax 1-3.
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18. Information of
diagnostic medical
labeling

Depending on the version of the device, the
group marking is applied with Russian label.
Layouts of labels are on the figures 1-3.



KokrponbHbiii 06pa3sey uensHoi Ih 08 BO Muttl-Dieck gns uMMyHO(pEeHOTUNIMPOBAHUA METOA0M NMPOTOHHOM LUTOMETpUnN
1. KoHTponk BO Multi-check control 2,5 mn, 1 wtYyn., B cocTase:

1.1 KoHTponb BO Multl<heck control 2,5 mn -1 wtYyn.;

1J2 IncT c oXkugaembiMu AuanasoHomMmu 3HadeHuii {«Assay Ranges»);

1.3 NHCTPpYKLUUSA NO NPUMEHEHMIO.

MpowunssoguTens;

Becton, Dickinson and Company, BO Biosciences

(BekTom. MKNHCOH 3aHA KomnaHwu. B/ BaiiocaiieHcn3s)

2350 Qume Drive, San bse. California. 95131, CLUA

CTpaHa NpPoOUCX0XAeHUs:

CaenaHo B CLUA

Homep no koTanory ireFl:cm. Ha ynakowire

Ncnonb3oBaTb 0 : Ha ynakoske. He ncnosnb3oBaTth Mo OKOHYaHUU CpOKa rogHOCTU.
Koga nopTtum ILOTI: cM. Ha ynakoBke

YcnoBus xpaHeHus; X HUTH Npu Temnepartype 2-8 *C

YNO/THOMOYEHHbIV NpeacTaBUTENlb MPON3BOAUTENSA:

000 «BbekTeK IMKNHCOH BOCTOK>

127051 Poccuiickasa ®epepaumsi. Mockea, yn. CogoBasi-CamoTeuHas, 2A/27, IVD
2 ataxk, nomelleHue |, komHaTa 18

Ten.: +7 (-ii95)775-85-82: e-mail: complalnb_CIS@bd.com

PeructpauunoHHoe Yaoctosep”vie No OTAAMM.ITTTT.
AHTuTena Kk BUY 1,2 n Bupycy renatuta C u HBsAg oTcyTcTByOT
MHpopmMaLmno Ha pycCKOSA3bIYHOM CTUKEPE NPOCMM CYMTaTh NPUOPUT ETHOW Npn nocTaske B PO

HOOOCXX )O00 (&XXXX

PucyHok 1 - MakeT pyCcCKOA3bIYHO MapKMPOBKN BapuaHTa UCMNOIHEHMUS
«KoHTpone BD Mufti-check control 2,5 mn, 1 wT./yn,»! Figure 1 - Russian label template for BD Multi-check
control 2.5 mL, 1 pcs/pack

KoHTponbHbI 06pasel, uenbHol kposn BO Multi-Check Ans MMMyHOEHOTTILINPOBAHNA METOA0M MPOTOYHOM LLUTOMETPUN
2. KoHTponb BO Multi-check control 2,5 mn. 2 wtYyn, B cocTase:

2.1 KoHTponb BO Multi-check control 2,5 mn -2 wryyn.;

2.2 JlncT c okKnaoeMbiMy gnanasoHamu 3HadyeHuin («Assay Ranges»);

23 NHCTPYKLUMA MO NPYMEHEHUIO.

MpoussoguTtens:

Becton. Dickinson ond Company. BO Biosciences

(BekToH, /NKNHCOH 3HA Komnanu, B/l BaliocalieHcn3s)

2350 Qume Drive, San Jose, California. 95131, CLUA

CTpaHa NpoucxXoXaeHus:

CaenaHo B CLLUA

Homep no kaTtanory |HeTl:cm. Ha ynakoBke

Vcnonb3oBaTb 4,0 2- CM. Ha pTakoBke. He 1CNo/1b30BaTb N0 OKOHYaHUW CPOKa roHOCXK.
Kopa naptuun lio tk cm. Ha ynakoBke

Ycnosusa xpaHeHus: )CpaHuTb Npu Temneparype 2-8 *C

YNo/nHOMOYEHHBbI NpeAcTaBuUTE b MPOU3BOAUTENSA:
000 «BeKTOH /”KNHCOH BOCTOK>»
127051 Poccuiickasa ®epepaums, Moo o, yn. Cagososi-CamcnreuHas, 2°/27, IVD
2 aTtaK, nomeuieHune |, komHaTta 18
Ten.: +7 (N95)775-85-82; e-mail: complalnts_CIS@bd.com
PeructpaynoHHoe YaoctoBepeHue N». OTOA.MM.NOTTr,
AHTuTena Kk BUY 1,2 n Bupycy renatuta C u HBsAg oTcyTcTBYIOT

VHthopmMaymio Ha pyccKosA3blYHOM CTUKepe NPOCUM CYUT CUMb NPUOPUT e THON Npn nocTaske B PO

XXXXXX )O00<&XXXX
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PucyHok 2 . MakeT pycCKOSA3bl4YHO MapKUPOBKN BapuaHTa UCMOMHEHMUSA
«KoHTposnbL BD Multi-check control 2,5 mn, 2 lurjyn.»/ Figure 2- Russian label template for BD Multi-check
control 2.5 mL, 2 pcs/pack

KOHTponbHbI 06pased, uenbHoi Iposu BD Multi-Check gnsi uMMyHOgeHOTUNMPOBaHUA MeTOL0M MPOTOYHON LUTOMETPUN
3. KoHnponb BO Multl-check control 2,5 mn. 5 wt7yn., B coctase:

3.1 KoHTponb BD Muitl<heck control 2,5 mn -5 wt7yn.;

3.2 lucte oxxngaembiMn gnanasdoHamu 3HaveHnii {«Assay Ranges»};

33 NHCTPYKUMsS NO NPUMEHEHMUIO.

MpowussoauTens;

Becton, Dickinson and O3Tpany, BD Biosciences

PEKTOH, [IMKNHCOH 3HA KomnaHu, B/l Balioccu”™ eHecns)

2350 Qume Drive, San )ose, California, 95131, CLUA

CTpaHe NponCXOXKAEHUSA:

Cpeno”™o B CLLUA

Homep no koTtonory iREFi: cM. Ha N toKoBKe

Vcnonb3oBaTh A0  CM. HC YNakoBKe. He NCMno/ib30BaTb N0 OKOHYaHUW CPOKa rofHOCTU.
Kog naptun 115T1: cM. HO ynakowure

Ycnosus xpaHeHUs: XpaHUTb Npu Temnepartype 2-8 *C

YNonHoMo4YeHHbIi NpeacTaBuTelb NPON3BOAUTENA:

00O «BeKTOoH /”KMHCOH BocTok»

127051 Poccuiickasa ®egepauus, Mocksa, yn. Cogosasa-CamoTeuHas, 2A/27, IVD
2 3TaxK, nomeweHne |, komHata 18

Ten.: -f7 (A95)775-85-82; e-mail: complaints_CIS@bd.com

PerunctpauymoHHoe YgoctoBepeHume Nq, otTAAMM.TTITT.

AHTuTena k BUY 1,2 n Bupycy renatnta C n HBsAg oTcyTcTByOT
NHopmal o Ha pycCKOSA3bIYHOM CTUKepe NPOCUM CUnTaThb NPUOPUTeTHO Npn nocTasHe B PO
XXXXXX XXXXEXXXX

PrcyHok 3 - MakeT pyccKOA3blYHOW MapKMPOBKN BapuaHTa NCMOMHEHUS
«KoHTponb BD Multi-check control 2,5 mn, 5 wT./yn.»/ Figure 3- Russian label template for BD Multi-check
control 2.5 mL, 5 pcs/pack

19. MNepeuyeHb coBmMmecTMMbIX  19. List of compatible medical devices
MeOULMNHCKNX N3[ennii

1) AHanuszaTop nopTaTWBHbLIN KneTo4yHbin BD FACSPresto gna nopcyeta C04-nMMpouMTOoB METOLOM
hnyopecueHTHON (hoToMMKpOCcKONMM B obpasuax LenbHOW KposBu dyenoseka (BD FACSPresto TM
Near-Patient CD4 Counter), ¢ npuHagnexHoctamu (PY Ne P3H 2022/17345 ot 27.05.2022)/
Portable celt analyzer BD FACSPresto for counting CD4 Ilynnphocytes by fluorescence
photomicroscopy in samples of human whole blood (BD FACSPresto™”™ Near-Patient CD4 Counter),
with accessories (RC Ne P3H 2022/17345 dated 27.05.2022)

2) UwutodnyopumeTp npoTouHbii BD PACBbyrlcansa anarHocTuku in vitro, B BapmaHTax MCMONHeEHUS,
¢ npuHagnexHocTtamun (PY Ne P3H 2022/17722 ot 12.07.2022)/ BD FACSLyric flow cytometer for
in vitro diagnostic", in varieties, with accessories (RC Ne P3H 2022/17722 dated 12.07.2022)
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MepeBog NEPBOro IMCTA C aHTIMIACKOrO f3blKa Ha PYCCKUIA A3bIK

«BeKTOH, IHKUHCOH 3HA KomnaHu

B/l baitocaiieHcK3»
2350 Kbtom [paiis <florotun b (BD)>

CaH-Xoce, KanutopHus 95131
(Becton, Dickinson and Company
BD Biosciences

2350 Qume Drive

San Jose, CA 95131)

Ten.: 408.432.9475

thakc: 408.954.2347

www.hd.com

HacToslWwum CcBMAETENLCTBYETCS, UTO MpuUiaraeMblii JOKYMEHT VIHCTPYKUMA MO MPUMMEHEHWUIO MEeAULMHCKOro
n3genust  gns OMAarHoCTUKM  in  vitro: «KOHTPONbHbIA 06pasel UeNbHOM «posw BD  Multi-Check pgns
UMMYHO(EHOTMMMPOBAHUA METOAOM MPOTOYHOM unTomeTpun” (BD Multi-Check Control Sample of Whole Blood
for immunophenotyping in flow cytometry) siBnsieTcsi BepHOI 1 TOYHOI KOMWel, HaxoAsLLelics B pacrnopsiKeHUn
KOMMaHun «BeKToH, AMKNHCOH 3HA KomnaHu, B BaiocaieHcns», 2350 Kbtom [paiie, CaH-Xoce, KanugopHus,
95131, CLUA (Becton, Dickinson and Company, BD Biosciences, 2350 Qume Driye, San Jose, California, 95131,
USA).

<Mognucb> 9 masa 2023 .

KpuctnHa PenTepus (Cristina Renteria) [Jarta
CTapLumnii cneynanucT MeXxayHapogHOro oTAena peructpaunm

A, KpuctuHa PeHTepus (Cristina Renteria), HacTosWum MOATBEPXAald, 4YTO Mpunaraemast Konusi AOKYMeHTa
VIHCTPYKLUMSI N0 MPUMEHEHWNIO MEAULMHCKOTO U3LeNNst 1S AMAarHOCTUKM in vitro: «KOHTPObHbIM 06paseL, LenbHol
KpoBu BD Multi-Check gnsi MMMyHO(EHOTUMMPOBAHMS MeTOAOM MPOTOYHOM LUTOMETPUM» SIBMSIETCA BEPHONA,
TOYHOM W MOMHOM KOMWen [OKYMEHTa, HaxoAsAWEerocs B PacnopshKeHUM KoMnaHuM «BeKToH, AWKUHCOH 3HA
KomnaHu, B/l BaiocaiieHcns» (Becton, Dickinson and Company, BD Biosciences).

<llognucb>

KpuctnHa PeHTepus (Cristina Renteria)

«BeKToH, AnknHCcoH 3HA KomnaHn, B, BaiiocaiieHcn3»
2350 Kbtom [p., CaH-Xoce, KanudopHua 95131
(Becton, Dickinson and Company, BD Biosciences
2350 Qume Dr., San Jose, CA 95131)

Hotapuy'c wm [pyroe [JO/DKHOCTHOE /L0, OQOPMIISIHOLLEE HACTOsILLEe
CBWLETENbCTBO, YAOCTOBEPSIET TO/bKO JIMYHOCTL /LA, MOAMNMCABLUErO
OOKYMEHT, K KOTOpOMY MpWiaraeTcs  HacTosilee  CBMAETENbCTBO,
a He 40CTOBEPHOCTb, TOUHOCTb WM AeACTBUTENILHOCTb JAHHOTO A0KYMeHTa.

LTaT KanndopHus
Okpyr CaHTta-Knapa

MognncaHo nog Npucsroii (MM NOATBEPXKAEHO)
(MICHELLE G.N1TIS) B MOEM I'Ip‘l‘/ICyTCTBVII/I cero!U.H_ﬂ, 09 mas _2023 r.. )
HoTapuyc - KanudopHust KpuctuHoit Pentepusa (Cristina Renteria), joka3aBLuei
Okpyr CaHTa-Knapa MHe Ha OCHOBaHUW [OCTATOYHbIX CBUAETENbLCTB,

Nuuenans Ne 2271237 UTO OHa SIBNSETCA NINLIOM, ABMBLUMMCS KO MHe.
Cpok nosHomounii uctekaet 12 aHeaps 2023 T.

MUWLWENb I HATNC

<lep6oBas nevarb:

BOJIbLUAS MEYATb LLITATA KAJIMGOPHUISA>
Mognuck <Mopnucb>

Mognuck HoTapuyca

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



MepeBof, BTOPOro /IMCTA C aHIIMACKOTO A3bIKa Ha PYCCKUIA A3bIK

<Jlorotun 64 (BD)>

NMHCTPYKUWMA no NMPUMEHEHWIO
MEANUNHCKOI O USAENNA ANA ONATHOCTUKNA IN VITRO:
«KOHTpoONbHbIN 06pasey LenbHOW KpoBu BD Multi-Check gnsa
MMMYHO(GEHOTUNMPOBAHUSA MeTOL0M NPOTOYHONW LUTOMETPUN»,

B BapunaHTaX MCNONHEHNA

«YTBEPX QA »

«beKTOH AnKNHCOH aHg KomnaHLy

B [ BaliocalieHCcn3»

CTapWwuii cneynanmnct MeXxayHapoaHoOro oTaenaperuncrpanmu

KpucTtuHa PeHTepus

<fMopnucb>

OaTta: 9mana 2023 .

<lUTamn:

«BEKTOH, AJUKMHCOH 3HA KOMMAHW»
2350 KbtOM APANB

CAH-XOCE, KAJIM®OPHWNA 95131
(BECTON, B1CHKOX80X AND COMPANY
2350 QUME DRIVE

SAN JOSE, CA 95131)

TEJ1.: 408-432-9475

®AKC: 408-954-2347>

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



MepeBof AaHHOTO TeKCcTa caenaH MHoOM, nepesofunkom deaoposoii AHHON HiKkonaesHoIA.

MNoANuCh

Poccuitickas depepauns

[opoa MockBa

OBafuaTtb NATOro Mmasa ABe ThiCAYN ABagLaTb TPeTbero roga

A, KBuTKo defop AnekcaHgposuy, HoTapuyc ropoga Mocksbl, CBUAETENbCTBYIO NOANMHHOCTb NOANUCH
nepesogunka degoposoii AHHbI HKONAEBHBI.

Moanuck caenaHa B MOEM NMPUCYTCTBUN.

JlnyHoCcTb nognucasLlero JOKYMeHT yCTaHOoB/eHa.

3aperucTpuposaHo BpeecTpe: M 62/137-H/77-2023-J » ~/Bb bb
YnnayeHo 3a coBeplUeHne HOTapuansHoro geiicTeunsa: 400 py6. 00 kon.

MnoArimcCb
®.A. KBUTKO
Fep6oBas nevyaTb

HoTapuyca r.MockBbl
KBuTtko @ ,A

Bcero npowwHypoBsaHo,
NMPOHYMepPOBaHO
M CKpenneHo nevyaTbio Z / nucT(a)(oB)

HoTapuyc

noanuch

Poccuiickas ®epepauus
opog MockBa
[BaguaTe NATOro Mas fBe ThiCAYM ABajLaTb TPETbEro roga
A, KBuTKo ®Pefop AnekcaHaposuy, HoTapuyc ropoga Mocksbl,
CBWAETENLCTBYIO BEPHOCTb KOMWUW C MPEeLCTaB/NEHHOr0 MHe [OKYMEHTa.
3aperucTpupoBaHo B peectpe: Ne 62/137-H/77-2023- P N fZ
YnnayeHo 3a COBepLLEHWEe HOTapUanbHOro AeACTBUA:22<i7py6, 00 Kor .

D .A. KBUTKO

Bcero npowwmTo, NPOHyMepoBaHo, CKPeneHo
neyatbto 7 / nmcT(a) (oB)

HoTapuyc
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