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Tb30BaTeso nocrtaBnsaeTcs TONbKO
Mcckosi3bluHas Bepcusa MHCTpYyKLuUn no
AMAMEHEHUIO.

I LHanmeHoBaHVE MeOULMHCKOTO n3genns

/rpaHynsbl BD CS&T Beads Aana  HacTpOWKM
NPOTOYHOrO UuTOoayopmumeTpa

1 2. Ha3HauyeHune

paHynbl BD CS&T beads npegHa3HadeHbl Ans
NpoOBEPKM M ONTUMMU3aLUM pabounmx xapaKTepucTuk
NMPOTOYHOrO LUTOAyopMMETpa: KOHTPONA KayecTBa
paboTbl OMNTUYECKOW, 3MNEeKTPOHHOW W NPOTOYHOWN
cucTem, perynmpoBKku KoMMeHcaumm
hbnyopucueHymm npnbopos, paboTarwmx Nno metToqy
NMPOTOYHONW LUTOMETPUMN, PETYNIMPOBKU HANpPSAXeHUs
[eTeKTopoB.

3. O6nacTtb NpumMeHeHUA
KnnHuko-nabopaTtopHaa gnarHocTuka.

4. KpaTKoe onuncaHue M NosacHeHNd

paHynel BD CS&T beads — 23To cycneHsus
pbyopecueHTHbIX WapUKoOB C OAHOPOAHLIM 1
CTabuNbHbIM pasmepom " WHTEHCUBHOCTHLIO

dhnyopecueHUMn. 3T TpaHynbl WUCNONb3ylOTCS ANS
KOHTpONA  KayecTBa npu6opa M  MO3BOAAKT
onpefensiTb, OTCNEXMUBATb U ONUCbLIBATb U3MepeHUs

pabouunx XapakTepucTuk noafepXnBaemblX
NPOTOYHbIX UMTOIYOPUMETPOB. MporpamMmmMmHoe
obecneveHune untodnyopumeTpa oTobpaxaeT

Tekylwmne p[aHHble rpaHyn Ha rpadukax. [Mpawoe
(FSC) n 6okoBoe (SSC) cBeTopaccessiHMe no3BonseT
noeHTuduUuMpoBatb NONYyNAUWM rpaHyn Ha OCHOBe
OTHOCUTE/IbHOTo pasmepa.

C nomolblo TrpaHyn nmnporpamMmMmHoe o6GecrneyeHue
MOXeT N3MepuUThb pa6ouune XapaKTepuUCcTUKN
geTekTopa. FpaHynbl MCNONb3ylTCsA AN U3MEPEHUN

YyBCTBUTENLHOCTH KaX4oro JeTekTopa
thnyopecueHuun. YyBCTBUTENLHOCTL  sIBNsieTCA
nokasarvesnem cnoco6HOCTU uMTonyopmumetpa

pacno3HaBaTb TYCKNO OKpalweHHble kneTku. Kpome
TOro, rpaHynbl WCNONbL3YKTCA ANA ONTUMU3ALUK
HacTpPOeK KOMMeHcauum B XO0Ae KaX[oro KOHTpons
KayecTtBa npubopa.
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Users receive only Instruction for use in Russian

1. Medical device name

BD CS&T Beads for flow cytometer adjustment

2.Intended use

BD CS&T beads are used to check and optimize
performance of a flow cytometer: to perform quality
control of the instrument's optics, electronics, and
fluidics, and for adjusting fluorescence
compensation of an Instrument operating by the
method of flow cytometry as well as for adjusting
detector voltages.

3 .Field of application
Clinical laboratory diagnostics.
4. Summary and explanation

BD CS&T beads are a suspension of fluorospheres
with uniform and stable size and fluorescence
intensity. The beads are used for instrument quality
control (QC) to characterize, track, and report
performance measurements of supported flow
cytometers. The cytometer's software displays
current bead data in plots. Forward scatter (FSC)
and side scatter (SSC) identify bead populations
based on relative size.

The beads enable the software to measure detector
performance and are used to measure the sensitivity
of each fluorescence detector. Sensitivity is a
measure of the cytometer's ability to resolve dimly
stained cells. In addition, the beads are used to
optimize the compensation settings each time
instrument QC is run.

The software calculates the bright bead median,
bright beads % rCV (robust coefficient of variation),
and instrument sensitivity for FSC, SSC, and each
fluorescence parameter, and compares them to
expected values for the bead lot. The rCV measures
cytometer alignment.

Daily measurements are automatically entered into
Levey-Jennings plots. This allows you to monitor



hammHOe obecrnevyeHne paccynuTbiBaeT MmeguaHy

MX rpaHyn, %r rCV (pob6acTHblii KO3 (hULUNEHT

rppauumn)  ApPKUX TpaHyn W 4YYBCTBUTENbHOCTb

ibopa ana FSC, SSC wn napameTpos
‘hnyopecueHUMn 1 cpaBHMUBaAET MUX C OXUAAEMbIMU
3Ha4YeHuAMM ANAA  AaHHOW napTuu  rpaHyn. rCV
CNYXWUT  Mepoii BblpaBHMBaHUSA
' ExxeflHEBHble M3MepeHUs aBTOMaTUUYECKN HAHOCATCA
Ha rpadukn JleBu-AxXeHHuUHrca. 3TO
oTcnexuBaTb M3MepeHUa paboymx XxapaKTepucTuk
npubopa BpeMeHW U o06HapyXwuBaTb
noTeHumManbHble NPo6GAEMbI.

BCeX

uMToMeTpa.

nossondeT

B TedeHue

CS&T beads

pPerynupoBKu

Takxe rpaHynbl BD
ncrnonob3osaTbCa ANA

MOTyT
HanpsxeHus
aeTekTopa.

5. MpnHUuMNbl MeTOAUKU N paboTbl

FpaHynel BD CS&T beads cocTtoAaT w3
KonMyecTBa  APKUX  JIOIMCTUPOJIbHBIX rpaHyn
AnameTpoM 3  MKM, CpegHWX NOAUCTUPONbHBIX
rpaHyn avnameTpom 3 MKM n TYCKbIX
NONNCTUPONBHBLIX TPaHyN AMaMeTPOM 2 MKM.

paBHOro

[paHynbl
MHTEHCUBHOCTb

OKpalleHbl thnyopoxpomamu.
thnyopecueHuynm nsmepsieTcs
pgeTekTopamu uuTohayopumeTtpa, obpabaTbiBaeTcs
3NEeKTPOHHLIMW KOMMNOHEHTaMu, aHanusupyetTcs M
oTobpaxaeTca NporpaMmMmHbIM O06GecnevyeHueMm.

MporpamMHoe o6ecnevyeHue  UMTOhAyopumeTpa
ynTaeT ain nNapTUM TpaHyn U paccyYuUTbIBaeT
nosoXeHWe LUeNeBOro Mapkepa WAU  LeneByto

WHTEHCUBHOCTb (hNyopecueHuun Ana rpaHyn. 3atem
OHO paccuuTbiBaeT megmaHy um %rCV pgna Apkux
rpaHyn.

6. NocTtaBnaemble peareHTbl

paHynel BD CS&T beads noctaBnswTCca B
hnsmonornyeckom pacTBope c docaTtHbIM
6ygepom (PBS), copepxawem anbbymMuH Oblubeil
coiBopoTkn (BSA) wn 0,1 % a3upga HaTpud, B

cnegywwmnx obbemax:

e 2 pnakoHa no 3 mn (50 TecToB);
e 6 ¢pnakoHoB no 3 mn (150 TecTOB).

Kaxpblii  ¢nakoH o6beMoM 3 MO COAEPXMUT
[OCTATOUYHO TrpaHyn Ans npoeegeHust 25 TecToB.
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Instrument performance measurements over time
and detect potential problems.

BD CS&T beads are also used for adjusting detector
voltages.

5.Principles of the procedure

BD CS&T beads consist of equal quantities of 3-pm
bright, 3-]jm mid, and 2-pm dim polystyrene beads.
The beads are dyed with fluorochromes.

Fluorescence intensity is measured by the
cytometer's detectors, processed by the electronics,
and displayed and analyzed by the software.

The cytometer's software reads the bead lot file and
calculates the target marker position or target
fluorescence intensity for the beads. It then
calculates the median and %rCV for bright beads.

6 .Reagents provided

BD CS&T beads are supplied in phosphate buffered
saline (PBS) with bovine serum albumin (BSA) and
0.1% sodium azide as follows.

e Two 3-mL vials (50 tests)
e Six 3-mL vials (150 tests)

Each 3-mL vial contains sufficient beads to run 25
tests.



Heobxoaumsble, i
;Aenvsa n BelecTBa

nocrtaBndaemble,

OaHOpa3oBble MONNUCTUPOSIbHbIE MPOBUPKM
12 X 75 mm;

MpoTouyHas XNAKOCTb AN pa3BefeHus
rpaHyn; PekomeHayeTca ucnonb3osaTtb BD
FACSFlow sheath fluid™ (Toneko gns
NPOTOYHOro uutodnyopmnmetpa BD
FACSLyric).

r. «<6fl PAKC®noy npotouHas xmakocTtb (FACSFlow)»,
PY N9 ®C3 2012/11445

8. Mepbl
npeaynpexaeHusa

npeaocTopo>XHOCTH,

N36eraete Bo3geicTBMA Ha rpaHynbl BD CS&T
beads npsamoro ceeTa.

Mepepn ob6paboTkoii rpaHynbl BD CS&T beads
Heo6Xx04MMO pa36aBuUThb Hafgnexatwum
paszbaBuTenem, Kak onmcaHo B WHCTpyKuun B
pasgene «lpouepypa».

He wncnonb3yinte rpaHynbl BD CS&T beads ¢
NCTEKLW UM CPOKOM unu no
McTeyeHMM nepumoga uX cTabunbHOCTM nocne
pasBegeHna (Ha cneaywuwmnini geHb M No3xe).
FpaHynbl, NCNONb3yeMble N0 UCTEYEHUUN CPOKa
nx cTabunbHoCTH, HauyuHawT TepsaTb
thnyopecueHuno. B pesynbTate KOHTPO/b
KayecTBa npubopa MOXeT 6biTb HE MPONAEH.
paHynel BD CS&T beads copgepxar asupg
HaTpua B Ka4yeCcTBe KOHCepBaHTa.

rogHoCTH

9. XpaHeHue n o6pauieHune

XpaHnTe pnakoHbl npu Temnepartype 2-8 °C
B TeMHOM wMecTe. He wucnonb3yiite
ncTevyeHUa cCpoka rofHOCTH,

3TUKETKE.

nocrne
YKa3aHHOro Ha

10. MMpouepypa

Jo6aBneHune wnnn

napTun rpaHyn

UMMOPT WHpopMauun o

Ona po6aeBneHnsa mHgopmaynnm o6 maeHtudmrkartope
napTuy rpaHyn OTCKaHUpyinTe KapTouky calina
napTuu rpaHyn, KoTopas BXOAUT B cocTaB Habopa.
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7. Devices or materials

provided

required but not

e Disposable 12 x 75-mm polystyrene test
tubes

e BD FACSFlow sheath fluid or equivalent, to
dilute the beads® (BD FACSLyric flow
cytometer only)

a. «bJ] ®AKCP oy npoTouHas xuakoctb (FACSFlow)», PY Ne ®C3
2012/11445

8. Precautions, warnings

Avoid exposing BD CS&T beads to direct light.
Do not run BD CS&T beads without first
diluting them with the proper diluent, as
directed in the Procedure section.

Do not use BD CS&T beads beyond their
expiration date or beyond the day-
stability period after Beads used
beyond their stability period begin to
fluorescence, which
instrument QC.

BD CS&T beads contain sodium azide as a
preservative.

of-use
dilution.

lose
failed

can result in

9 .Storage and Handling

Store vials at 2°C-8®C and protect from
light. Do not use after the expiration date
shown on the label.

10.Procedure

Adding or importing bead lot information

Add bead lot ID Information by scanning the bead
lot file card in this Kkit.



y Bac HeT WTPUXKOLOB,
|rnopTupyitite MHGOpmaunio 06 wnaeHTudukaTope

ckaHepa

3TMm  rpaHyn ¢ Beb6-canta komnaHwum  BD
isciences.
OTkpoiiTe canT bdbiosciences.com,
nepenaute Ha CTpaHUUy CBOEro peruoHa

(Middle East/Africa) u BbibepuTe Resources

& Tools (PecypCbl M MHCTPYMEHTbI) B CTPOKe

MeHl, 3aTem Bead Lot Files (dhainbl napTuii

rpaHyn) B BbiMajalleM MEHH0.

Beb6-cTpaHuua Bead Lot Files
(chanbl napTuii rpaHyn).

2. Bbibepute pasgen Bead Lot File CS&T
Beads (®ainbl naptum rpaHyn CS&T Beads)
Ana pocTtyna K hainnam naptum rpadyn.

3. CnepyiiTe MHCTPYKUMSAM MO YyCTaHOBKe Ha
Beb6-calTe ANS 3arpy3km u MMNoOpTa HYXHOro

OTKpoeTcA

haina napTuM rpaHyn B NporpamMmHoe
obecneyeHue.
MpurotoBneHue cycneHsnm rpaHyn
BD CS&T beads
BHMMaTenbHo npoutuTte NYyHKTbI «Mepbl

NPefoCTOPOXHOCTU» U «XpaHeHne U obpalleHne.

MopsfoK nNoAroTOBKKU BD CS&T beads

K C60pPY AaHHbIX:

rpaHyn

1. Moanuwwnte Ha MNONUCTUPOSIBHYID NPOOGUPKY
12 X 75 MM C KpbIWKOWA.

2. TwaTtenbHO nepemelwlarite copepXxunmoe
hnakoHa rpanyn BD CS&T beads.
MepeBepHUTe iakoH 10 pas nam BCTPAXHUTE
hbnakoH Ha cpepHem
CKOpOCTU B TeyeHne 5-10 ceKkyHA.

3. PasBeguTe rpaHynbl cornacHo Ta6n. 1 B
3aBUCUMOCTM OT MNPUNOXEHUSA
KOTOPYI Bbl UCMONb3yeTe.
NMPUMEYAHWME CTtapaliTtecs,
pa3sBefeHUN TpaHybl
Npo6MpKU. ITO MOXKET NPMBECTM K HU3KOMY
KOJIMYecTBY rpaHyn Bo Bpemsa cbopa AaHHbIX.
NMPUMEYAHWE He passoagute rpaHynsl BD
CS&T beads cBepx pekoOMeHAYyeMOro.

«BOpTEKCe» npu

n CUCTEMBDI,

4ytobbl  Npwn
He nonann Ha CTEeHKY

4. Tlepefg ncnonb3oBaHNeM aKKypaTHO
nepemelwante cofepXumoe nNpo6UPOK Ha
«BOPTEKCE».
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If you do not have a barcode scanner, import bead
lot ID information from the BD Biosciences website.

1. Visit bdbiosciences.com, select your region
(Middle East/Africa) and select Resources &
Tools from the menu bar, after Bead Lot
Files from open menu.

The Bead Lot Files web page opens.

2. Select Bead Lot File CS&T Beads to access
batch files.

3. Follow the instructions on the
website to download and import the
appropriate bead lot file into the software.

installation

Preparing a BD CS&T bead suspension

Carefully read the Precautions and Storage and
handling statements.

To prepare the BD CS&T beads for acquisition:

1. Label a 12 X 75-mm capped polystyrene
tube.

2. Thoroughly mix the BD CS&T beads vial.
Invert the vial 10 times, or vortex the vial at
medium speed for 5-10 seconds.

3. Prepare diluted beads according to Table 1
for the system and application you are
running.

NOTE Avoid dripping the beads down the
side of the tube when diluting them. This can
lead to low bead counts during acquisition.
NOTE Do not dilute BD CS&T beads more
than recommended.

4. Vortex the tubes gently before use.



;fcfie pasBegeHua rpaHynbl cTabunbHbI: After dilution, the beads are stable:

y» B TeyeHue 8 yacoB npm Temnepatype 18- e for 8 hours at 18°C-25°C
25 ~C e for 24 hours at 2°C-8°C
B TeueHune 24 yacos npu temnepartype 2-8 °C e for 1 hour at 30°C

/= BTedenne 1uac npu npu Temnepatype 30 °C j, spsence of light conditions (storage in dark).

«Npu  yCNOBUWM OTCYTCTBUA MNONafaHus COJMTHEYHbIX
r/nyyeii (XpaHeHWs B TEMHOTE).

1MPUMEYAHWUE: 3awuuianiTte CyCneH3unto NOTE: Keep the diluted bead suspension protected
pa3BeAeHHbIX rpaHyn OT BO34elNcTBUS CBeTa. from light. Some of the dyes used to manufacture
HekoTopble KpacuTenu, KOTopble UCNONb3YOTCA NpU the beads are light sensitive. Fluorescence levels
nNpPoM3BOACTBE TrpaHyfn, 4YYBCTBUTENIbHblI K CBETY. can change if beads are exposed to direct light for
YpoBHU (hayopecueHumMm MOryT U3MEHUTbCS, ec/n longer than 20 minutes.

noasepraTb rpaHyfbl BO34elCTBUIO NPAMOro ceeTa
ponbwe 20 MUHYT.

Tabnuua 1. MopsAfoK  MNOATOTOBKM rpaHyn BD CS&T beads (gnsa HacTPOIiKK NPOTOYHOTO
untonyopumetpa BD FACSLyric)

AJo6aBuThb ...
O6beM NpoToY-
HOM >XNAKOCTKU
r - B
3apaqa BD FACSFlow panynel (kon np06|/|vay ¢ Kak vacTto
. BO Kanenb) 3TUKETKOM
sheath fluid
(MKnY*
KoHTponb kayecTBa paboThbl 5 POC Esx
elHeBHO
npubopa (POQ* 500 Q A
O6HOBNEHNE pedhepeHCHbIX 500 2 Ref Kaxaple 60 ane\™
HacTpoek
n 500 2 Crtapas naptus Mepep ncnonb3oBaHWEM HOBOWA
EPEHOC NapThn Tpaxyn 500 2 Hosas napTtus naptTuu

Kaxable 6 mecAaues
nocne pemMoHTa uau

1000 4 cQc TEXHUYECKOTO 06CNyXUBaHUA
corflacHo pekoMmeHgaunam
KomnaHun BD

HacTpoiika nasepos 1000 4 Nasep Mo mepe Heo6xoaMMOCTHU

a. HacTpoiikm aHanv3a u Nnpobupok aBToMaTu4yeckm 06HOBAAIOTCA NP NPOBEAEHUN KOHTPO/IA KayecTBa paboTbl npubopa.

b. 6J1 ®AKCdnoy npotouHas xuakocts {FACSFlow)», PY Ne ®#C3 2012/11445

Xapa>crepusyowuii KOHTPO/b
kavecTtBa (CQC)

Table 1. BD CS&T beads preparation (for BD FACSLyric flow cytometer).

Add ...
BD FACSFlow
Task sheath fluid Beads (No. of To tube labeled How often
Performance OC* (POC) 500 2 PQC Daily
Update reference settings 500 2 Ref Every 60 days
500 2 Old lot .
Bead lot transfer 500 2 New lot Before using a new lot
Every 6 months
Characterization QC (CQC) 1000 4 cQcC After service or maintenance
When recommended bv BD
Laser setup 1000 4 Laser As necessary

a. Assay and tube settings are automatically updated when running performance QC.
b. *6/1 PAKCPnoy npoTouHas xuakocTb (FACSFlow)», PY N9 ®C3 2012/11445
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weneHne KOHTPO/A KadecTBa npubopa c
~noneb3oBaHunem rpaHyn BD CS&T beads

)BoguTe KOHTPO/b KayecTBa npunéopa B
~cooTtBeTcTBUM € Tabn. 1. MHCTPYKLUM NO yCTaHOBKE
thaiina napTuu rpaHyn u BbIMNOJIHEHUIO 3afjad,
yKasaHHbIX B Tabn. 1, cM. B WHCTPYKUuuM no
akcnnyatauun npubopa.

11. Pe3ynbTaTthbl
MpoBepka oOTyeTa MNO KOHTPO/NKO KayecTBa
npubopa

B oTyeTe MO KOHTPO/ KaudyecTBa npubopa ykKasaHbl
CEPUHbLIA HOMEp LUMTOMETpPa, BEPCUA MPOrpamMMHOro
obecneyeHuns, ceegeHns o naptum rpaHyn BD CS&T
beads, wmegmaHa ApKux %TrCV ApKux
rpaHyn, 4YyBCTBUTENbHOCTb Mpubopa U pesynbtar
«[pongeH» wunn «He npoligeH» [ANSA  KaxAaoro
KOHTPO/b Ka4yecTBa
6bln NpoifeH, pes3ynbTaT AN KaXAoro napameTpa
fomkeH 6bITb «lMpoligeH». Ecnn xoTa 6bl 4Na O4HOTO
napameTpa pe3ynbTaT «He nNpoifgeH», KOHTPO/b
KayecTBa npmubopa He MpoONAeH.

rpaHyn,

napameTpa. NS TOro, 4ToGbl

12. OrpaHun4deHuns

FpaHynbl BD CS&T beads npefHasHavyeHbl Ans
Mcnonb3oBaHuUsA noagepXuBaembiMu
NMPOTOYHBbIMMU uMnToMeTpamu n

c

COOTBETCTBYHL MM NporpaMmMHbIM
obecneyeHunem.

FpaHynel BD CS&T beads He [OJIXKHbI
Mcnonb3oBaThCA B KayecTBe
BCMNOMOraTeibHOIo cpeacTBa ans

KOJIMYECTBEHHbIX U3MEPEHU hnyopecLeHLun
Ha MPOTOYHOM LUTOMETpE.

paHynbl BD CS&T beads npegHasHa4eHbl
TONbKO AN KOHTPONA KayecTBa W HaCTPOWNKM
npubopa.

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

10

Performing QC on the
CS&T beads

instrument using BD

Run Instrument QC according to Table 1. See the
instrument's Instructions For Use (IFU)
instructions on installing a bead lot file
performing any of the tasks outlined in Table 1.

for
and

11.Results

Reviewing the Instrument QC Report

The Instrument QC Report contains the cytometer
serial number, software version, BD CS&T bead lot
bright bead median, bright
beads %rCV, instrument sensitivity, and a pass or
fail result for each parameter. A passing result for
every parameter is required for instrument QC to
pass. A failure for any parameter results in failure of
instrument QC.

information,

12. Limitations

BD CS&T beads are
supported  flow
applicable software.
BD CS&T beads should not be used to support
gquantitative fluorescence measurements in a
flow cytometer.

BD CS&T beads are for instrument QC and
setup only.

Intended for use with
cytometers and their



Bl hyHKUMOHaNbHbIE XapaKTepucTUKN

No4yune xapakTepuctukm rpaHyn BD CS&T beads
MnaHoBAEeHbl AN MNPOTOYHOrO uutTodayopumeTpa

ijfsD FACSLyhc B xoae TecTupoBaHusa Bnabopatopusx
/komnaHuun-nponssoanTens BD Biosciences B ropoge
1 CaH-Xoce, wTtat KanudopHusa, CLUA.

TOYHOCTb HacTpoek

LaHHoe uccnepoBaHue nposoaunun c
ncnosib3oBaHuem Tpex 12-uBeTHbIX
untodnyopumetpos BD FACSLyric ¢ oaHoin cepueit
rpanyn BD CS&T beads Ha KaXX bl
untodnyopumeTp (B 06WEN CAOXKHOCTA TPU CEpUN).

Ans Kaxporo kKaHana dayopecueHUUM 3HadeHue
MeAMaHHOW WHTEHCUMBHOCTU g nyopecueHuun (MFI)
ApPKMX rpaHyn (ctonbeuy «PakTuyeckaa»), B3ATOE U3
OTYETOB MO HacTpolike aHanuMi3a, cCpaBHMBANOCb CO
cneyngunyHbIM AN AaHHOW napTum 3HavyeHuem MFI
ApKux rpaHyn (ctonbey «Llenesasa»). Cm. Tabnuuy 2.

Tabnuuya 2. TOYHOCTb HACTPONKKM LuTODAyopumeTpa
C mcnonb3oBaHuem rpaHyn BD CS&T beads ™

MFI sOoKUX roaHyn %
MapameTp
Lenesas dakTnyeckas ABHOCTb
FSC 17 997 17 998 0,01
SSC 126 535 126 107 -0,34
FITC 5477 5479 0,04
PE 12 877 12 873 -0,03
PerCP-

Cv5. 5 15 574 15 622 0,31
PE-Cv7 11 883 11 867 -0,13
APC 41 354 41 370 0,04
APC-R700 28 455 28 486 0,11
APC-CV7 60 190 60 386 0,33
V450 6 140 6 158 0,29
V500-C 24 442 24 356 -0,35
BV605 6 457 6 465 0,12
Bv711 38 812 39 014 0,52
BV786 75 550 75 556 0,01

* MpeAcTaBneHHble faHHble OTHOCATCS K O4HOMY TECTUPOBAHWUIO HA OfHOM
UMTOIyopMHEeTPME C WCMOMb30BaHWEM HAacTPOeK C nusuposaHuem 6e3
oTMbIBKM (LNW). Pe3ynbTaTbl 4pYTrMX TECTUPOBAHWIA BbiN aHANOTNYHBIMY.
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13. Performance

Performance of the BD CS&T beads was established
for the BD FACSLyric flow cytometer by testing at BD
Biosciences laboratories in San Jose, CA, USA.

Accuracy of Setup

This study was performed using three 12-color
FACSLyric (4-3-5 configuration) cytometers with one
lot of CS&T beads per cytometer (three lots total).

For each fluorescence channel, the bright bead
median fluorescence intensity (MFI) value (Actual),
generated from the assay setup reports, was
compared with the lot specific bright bead MFI value
(Target). See Table 2.

Table 2. Accuracy of cytometer setup using BD CS&T
beads™

Parameter 1 Briaht bead MFI 2
.TalBet Actual Difference
FSC 17 997 17 998 0.01
SSC 126 535 126 107 -0,34
FITC 5 477 5479 0,04
PE 12 877 12 873 -0,03
PerCP-
cvsS 5 15 574 15 622 0,31
PE-CV7 11 883 11 867 -0,13
APC 41 354 41 370 0,04
APC-R700 28 455 28 486 oa1
APC-CV7 60 190 60 386 0.33
V450 6 140 6 158 0,29
V500-C 24 442 24 356 -0,35
BV605 6 457 6 465 0,12
BvV711 38 812 39 014 0,52
BV786 75 550 75 556 0,01

' The data presented are from one run with LNW tube settings on one flow
cytometer. Results of other runs were similar.

11



dON3BOANMOCTb

leposaHne npoBoAMNOCL Ha ABYX MPOTOUHBIX
)metpax BD  FACSLyric. [OBa onepatopa
WONMHANN MO ABa KOHTpoNsa KayectBa paboTsl
nprvbopa B ABYX 3K3eMMaspax Ha Kaxaom npubope
BAEHb B TeYeHMe BOCbMMW AHEN C MCNONb30BaHUEM
ogHoli naptum rpaHyn BD CS&T beads. [Ansa
npoBepkKu BOCNPON3BOANMOCTHU ncnonb3oBancs
NPOLUEHTHbIH KO3 UUMeHT Bapuayumn (%CV)
MeAnaHHbIX 3HayeHWn MFI ansa KaXxAoro kKkaHana B
YYBCTBUTE/NILHOCTM U OGLIYHOM
pexume. Cm. Tabnumuy 3.

pexunme BbICOKOW

Ta6bnvua 3. Bocnpom3BOogMMOCTb HAaCTpPOeK rpaHyn
BD CS&T beads (mexpay onepatopamu/npubopamu,
Mexay AHAMN)®

%CV (BblCOKasi

MapameTp ! '-IyBC'I('BVITeI'Ib— 6<M>(’V -

HOCTB! (06bl4YHbIN!
F5C 0.46 0,49
SSC 0,47 0.28
FITC 0,33 0.24
PE 0,27 0.28
PerCpP 0,39 0.35
PE-CV7 0,52 0.42
APC 0,21 0,30
APC-R700 0,36 0,37
APC-CV7 0.42 0,47
V450 0.26 0,26
V500-C 0,28 0.23
BV605 0,24 0.28
BV711 0.48 0.43
BV786 0,57 0.41

* NpefCcTaBfieHHble laHHble OTHOCATCA K OJHOMY Npu6opy. Pe3ynbTathl,
NoJly4eHHbIE Ha 4PYroM Npubope, 6bIM aHANOTNYHBLIMU
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Reproducibility

The study was performed using two the BD
FACSLyric cytometers. Two operators
performed two runs of instrument PQC in duplicate
on each instrument every day for a period of eight
days using one lot of BD CS&T beads.

Percent coefficient of variation (% CV) of the median
MFI values for each channel in high sensitivity and
normal modes was used to verify reproducibility.

See Table 3.

flow

Table 3. Reproducibility of BD CS&T Setup
(Operator/instrument-to-operator/instrument, day-
to-day)®

Parameter :eﬁ{tf\wtgyr; %CV (normal)
FSC 0,46 0,49
SSC 0,47 0,28
FITC 0,33 0,24

PE 0,27 0,28
PerCP 0,39 0,35
PE-Cv7 0,52 0,42

APC o>21 0,30

APC-R700 0.36 0,37

APC-CV7 0,42 0,47
V450 0,26 0.26

V500-C 0,28 0,23
BV605 0,24 0,28
Bv711 0,48 0,43
BV786 0.57 0.41

* The data presented are from one instrument. Results from the other
instrument were similar.



MTOPAEMOCTb

BCTpoika npubopa B pexummax CQC wu PQC
LUsBoagunacb nNo AecATb pa3 Ha [ABYX MPOTOYHbIX
antomeTpax BD FACSLyric ¢ ncnonb3oBaHuem [ABYyX
/naptnii  rpaHyn BD CS&T beads p[gns OUEHKM
/nosTtopAemMocTu HacTpoek mMexay uukKnamm
N3anyckoB. Ansa NMpoOBEPKW MOBTOPAEMOCTM HACTpPOEK
napamMeTpbl HacTpOWKH,
Kak %rCV pna apkux rpaHyn (paspeweHue), Br
(oH, B HOpMasibHOM pexume), Qr(xI03)
(ahpekTMBHOCTM hIyopecueHTHOro pgetekropa, B
HOpManbHOM pexume), Instrument Sensitivity (IS)
(4yBCTBUTENBHOCTb npubopa, B HOpPManbHOM
pexume), MMHUMaNbHOEe U MaKCMMasnbHOe 3HadyeHue
nuHelHocTN. Ana pexuma HacTpolikm CQC Takxe

'l ncnonb3oBasincb Takue

oueHnBanocb Electronic Noise RSD (oTHocuTenbHoe
cTaHQapTHOe OTK/OHEeHMWEe 3/1eKTPOHHOro LWymMma).
Pe3ynbTaTbl aHanu3a npueefeHbl B Tabnuue 4.

Ta6bnunua 4. MoBTOpPAEMOCTb HacTpoek CQC
(HOpManbHbI peXxum) ¢ UCNoNb30BaHUeM rpaHyn BD
CS&T beads ™

\ I '
rCV ApKux rpaHys SD ans
Mapavetp Br <100
<N§,V§r|;| 5D s 2100
rcva 206 rCV <6
Bright bead rCV
parameter SD for Br %CV for
YLCVof SO Ofrcv <100 Br 1100
rcv> 2 % <2%
FSC H/N 0.05 H/N H/M
Ssc 3.27 H/N H/M H/N
FITC H/N 0.03 4,45 H/n
PE H/N 0.00 H/M 5,57
PerCP 1.06 H/N 1,34 H/N
PE-CV7 1.27 H/N 0,00 H/N
APC H/M 0,05 1.23 H/M
APC-R700 2,78 H/N 9,65 H/N
APC-CV7 2,97 H/N H/M 9.31
V450 1,76 H/N H/M 7.87
V500-C 1,52 H/M H/N 32.91
BV605 1,62 H/N 1,27 H/N
BV711 1.14 H/N 0.74 H/N
BV786 1,33 H/M 0.00 H/N

5

Repeatability

Instrument CQC and PQC were each performed ten
times on two BD FACSLyric flow cytometers using
lots of BD CS&T beads to assess run-to-run
repeatability. The bright beads %rCV (resolution),
Br (background, normal mode), Qr(xI03)
(Fluorescence Detector Efficiency, normal mode).
Instrument  Sensitivity (IS) (normal mode),
minimum linearity, maximum linearity as well as
Electronic Noise RSD (standard deviation of the
electronic noise, only for CQC) were used to verify
run-to-run repeatability. See Table 4.

two

Table 4. Repeatability of instrument CQC (normal
mode) using BD CS&T beads ®

30414 1 °Cgm i ~CYansa
MUHUMYM.  MaKCUMy %cyans AbCYans 1 Electron!
"h’("<"5aoo n AVHEWNHO ’ o 1S ¢ Nokse

)8 1 cTn 1 RSD

_SD-fOT 1 .

J@eajty linearity nn Qr foMs 1 cei fir
minimum : N -

(<500) maximum i fllr*r

H/M H/n H/n 3.11 H/n
Hn Hn H/n 2,73 H/n
18.96 0.13 2.74 2,15 2,14
7.59 0.17 4.72 1,57 3.33
29,27 0,22 1.84 2,07 1,74
80,02 0.21 2,61 2.13 2.47
12.75 0,13 3.46 1,46 1.91

23,88 0.82 4.44 1.83 2,69

28.71 0,18 5.59 1,75 1,98

45.20 0,10 4.03 2,72 2,32

12,66 0,19 5.75 6,71 0.96
41,79 0,19 3.89 7.76 1.25
40,23 0,26 4,26 2,24 3,02
24.21 0,18 3.96 2.53 2.70

*MpefcTaBneHHble faHHble OTHOCATCS K OA4HOMY Npubopy. PesynbTaTbl 418 APYTUX NPUGOPOB GbIIN MOXOXKUMMU.
/ The data presented are for one Instrument. Results for otherinstruments were similar.
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Monck n ycTpaHeHne HeucnpaBHOCTeN

Tabnuue 5 npeacTaB/eHbl HEeKoTopble
1CnpaBHOCTU, KOTOPble MOTYT BO3HUKHYTb Mpwu
npuMeHeHun rpaHyn BD CS&T beads.

14.Troubleshooting

Table 5 shows some troubleshooting that can occur

when using BD CS&T beads.

M Heo6X04MMOCTW AOMONHUTENbHOW MoMoWu C

NMONCKOM n

ycTpaHeHunemM

Hel/lCI'IpaBHOCTeI7I

obpatutecb K YMNO/HOMOYEHHOMY TMpeACTaBUTENH
KoMnaHun komnaHuu BD Biosciences Ha Tepputopumn

P® unm K MECTHOMY AUCTPUOBLIOTOPY.

Tabnuuya 5. NMonck U ucnpaBneHne HencrnpaBHOCTEN

BO3MOXHble

npo6nema PeweHuve
MPUYUHBI___

Yactuubl He FpaHynbl He 1. BcTpaxHute

06Hapy»XeHbl nepemMeLlaHsbl hnakoH c
nepep rpaHynamu Ha
pasBefeHuemM, «BOPTEKCE».
rpaHynbl 2. MpuroToBbTe
pasBefeHsl CBeXYlo
C/INLKOM  CU/IbHO, CyCneH3unto
B cycneHsuu rpaHysn.
rpaHyn 3. MosTopuTe
NpUCYTCTBYIOT KOHTPO/Ib
npmumecwm, KayecTsa npubopa
NCMO/b30BaHbI

HenpaBu/bHble
rpaHynbl, rpaHynbl

pasBefeHbl

HenpasuibHbIM

pasbaBuTtenem,

rpaHynsbl

noaBepraunch

BO3eNCTBUIO

ceeTa

Bo3gyuwHble 1. B cnyyae:

ny3blpbKu B BD FACSLyric

NPOTOYHOI KloBeTe BbIMOIHUTE

nnu dunbTpe npombiBKY SIT.

NPOTOYHOA 2. NepemewaiTe

XWAKOCTH cofepxumoe
npooéupku Ha
«BOPTEKCE».
3. MosTopute
06paboTKy
npooupku

®unbTp NPOTOYHOM B cnyvae BD

KUAKOCTKU He FACSLyric

HamnoJsiHeH BbIMOJIHUTE

XWUAKOCTbIO NPOYNCTKY
hunbTpa
NpPOTOYHOIA
XUAKOCTK

3acopbl Ha nyTtu 1. B cnyyae:

obpasua " B BD FACSLyric

TpybKax BbIMO/IHUTE

NPOTOYHO npombiBKy SIT.

cucTembl 2. NepemewaiTe
cofepxumoe
npooéupkun Ha
«BOPTEKCE».
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For additional troubleshooting assistance,

contact

your local BD Biosciences representative.

Table 5. Troublesshooting

Problem

No beads detected

No beads detected

Possible Causes

Beads not mixed

prior to diluting,
beads are too
dilute, there is
debris in the bead
suspension,

incorrect beads
were used, beads
diluted in wrong
diluent, beads

exposed to light

Air bubbles in the
flow cell or sheath
filter

Sheath filter is not
filled with fluid

Clogs within the
sample path and
fluidic lines

Solution

1. Vortex the bead
vial.
2. Prepare a fresh

suspension of
beads.
3. Re-run

instrument QC.

1. For:

BD FACSLyric,
perform a SIT
flush.

2. Vortex the tube.
3. Re-run the tube.

For BD FACSLyric,
purge the sheath
filter.

1. For:

BD FACSLyric,
perform a SIT
flush.

2. Vortex the tube.
3. Re-run the tube.



iemMa

Mpwu
paboumnx
XapaKTepucTuk
nmennch
coobueHns
KOHTpONS
KayecTsa

nposepke

BO3MO>Hble
MPUYUHBI

onTunyeckas
cuctema He
BbIPOBHEHA

3HayYeHna  Kakux-
nM6o MN3MepeHuit,
MCMONb30BaBLIMNXC
S ONA  NpoOBepKu
pa6oThbl

umMTomeTpa
BbIXOAAT 3a
npegensb
napameTpoB
HEeob6XxoanMbIX AN
ycnewHoro
NPOXOXAEHUA
KOHTpoONSA
KauyecTBa npubopa

3HauYeHUa KaKux-
6o  n3MepeHuit,
MCMonbL30BaBLINXC
A [ONA  MPOBEPKM
paboThl

umTomeTpa
BbIXOAAT 3a
npegernsl
napameTpos,
HEeobXxo4MMbIX ANA
ycrnewHoro
NPOX0OXAEHNA
KOHTpOnA
KayecTsa npubopa
HenpaBunbHoe
COOTHOLLEHNE
rpaHyn 2 MKkm un 3
MKM n3-3a
HefoCTaTouYHOoro
nepemelnBaHns
rpaHyn

PeweHne

3. MoBTOpUTE
06paboTKy
npo6upkmn
O6paTtuTech B
KOMMNaHuoo BD
Biosciences wnam K
YNO/IHOMOYEHHOMY
npeacTaBuUTeNIO Ha
Tepputopumn
MoproTtoBbTE
CBeXYlo
CYCMEeH3NI0 rpaHyn
" nosTopuTe
KOHTPOJ1b
KayecTtBa npubopa
1. B cnyyvae:

BD FACSLyriC
BbIMOJIHUTE
npoueaypy
exXxemecsA4Hon
OUYUCTKMN;

2. MosTopuUTe
06paboTKy
npo6upkun
MpoBepbTe oTYeT
no KOHTPO/I0
KayecTsa npubopa
Ha Hanuune
cneunguryeckmx
npegynpexaeHui,
UMe L nX
OTHOLIEeHNEe K
aHanusy, "
npogonxarTte
O6paTutech B
KOMMNaHuto BD
Biosciences

1. MpuroTtoBbTe
CBEXYI0
CyCneH3unto
rpaHyn.

2. MosTopuTe
npoBepKy paboumx
XapakTepucTuk
Bboinonuute
npoueaypy
exXxemecs4Hom
0YMNCTKM

1. MpurotoBbTE
CBEXYI0
CycneHs3uto
rpaHyn.

2. MosTopuTe
npoBepKy paboumnx
XapaKTepucTuk.

3. Ecnnm KOHTpONb
KayecTBa onATb He
npongeH,
BO3bMWUTE  HOBBINA
thnakoH rpaHyn wu
TwartenbHO
BCTPSIXHUTE €ro Ha
«BOpTeKce» nepej
NCMo/Ib30BaHNEM.
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Problem

Performance check
completed with QC
messages

Performance check
failure

Possible Causes

Optics are out of
alignment

Values for any
measurements
used to check
cytometer
performance are
not within
parameters
required for

instrument QC to
pass

Value(s) for any of
the measurements
used to check the

cytometer
performance are
not within
parameters
required for

instrument QC to
pass

Improper ratio of 2
pm/3 pm beads
due to inadequate
mixing of beads

Solution

Contact BD
Biosdences
Prepare a fresh
suspension of
beads and re-run

instrument QC.

1. For:

BD FACSLyriC,
perform the
monthly cleaning
procedure.

2. Re-run the tube

Review the
instrument QC
report to
determine whether
the specific
warnings  impact
the assay, then
continue.

Contact BD
Biosciences.

1. Prepare a fresh

suspension of
beads.

2. Re-run the
performance
check

Perform the
monthly cleaning
procedure.

1. Prepare a fresh

suspension of
beads.

2. Re-run the
performance
check

3. If QC fails again,
prepare beads
from a new vial
and be sure to
thoroughly vortex
the vial prior to
use.



w

.5. Cpok rogHocTtu

OK TOAHOCTW u3genus - 24 mecsaua.

l 16. JononHNTeNbHblIEe CBeAEeHNA

MonynAunoOHHbIE " pemMmorpadunyeckme
acrnekTbl NPUMeEHeHMNA

He npumeHnmo.

N3penune ncnonb3yeTcs B pamkax
CTaH4apTU30BaHHOIO MeTo4a KOHTpPONA KauyecTBa
paboTbl OMNTUYECKOW, 3NEKTPOHHONW M NPOTOYHOW
cCUCTeM, a TakKXe ANA peryinpoBKM KoMneHcauuu

hnyopecueHunn npubéopos, paboTarWwmnx nNo MeTony
NMPOTOYHOW LMUTOMETPUU, MOXET MCNONb30BaTbLCA
LNA perynnupoBKM HanpsXXeHus geTekropa.

MoTeHUManbHbIE NOMb30BAaTENN

MoTeHUuManbHbLIMW MONb3OBATENAMU MELULUHCKOTO

npubopa AnA AWMArHOCTUKM in vitro Moryt 6bITb

cneunanncTol nabopatopum (pykoBoguTtens
KNMHUYeCcKo nabopaTopuu, TEXHUK KAWHUYECKOW
MeANLWNHCKOM’ nabopartopun, Me LWL NHCKNIA
nabopaHT, AMPEKTOpP KAWHU4Yeckon nabopatopun u
T.4.), KOoTOpble npowsnn obyuyeHue no
ncnonb3oBaHUw uUutToayopumeTpa u obnagawT
BCEMW Heob6XOAMMbIMM 3HaHUAMW AnA paboTbl C
6M0NOrMYEeCcKMMM ONacHOCTAMMU.

MNoka3aHna K NPUMEHEHUIO

He npuMeHumo.

NMpoTuBONOKaszaHUsA K NMPUMEHEHMUIO "

BO3MO>Hble NO60OUYHbIE AelicTBUSA

He BbIABNEHBI.

Micnonb3oBaHve MeAULUMHCKOTO wun3gennsa AOJKHO

COOTBETCTBOBAaThb €ro HasHa4dyeHuto.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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15.Shelf life
The shelf life of the device is 24 months.

16.Additional information

Population and demographic aspects of the
use

Not applicable.

The device is used on a flow cytometer to provide a
standardized method to perform quality control of
the instrument's optics, electronics, and fluidics, and
for adjusting fluorescence compensation. On some
instruments, the device is also used for adjusting
detector voltages.

Potential users

Potential users of the in-vitro medical device can be

laboratory professionals (clinical laboratory
supervisor, clinical medical laboratory technician,
medical clinical laboratory assistant, clinical

laboratory director, etc.) who are trained to use flow
cytometer and possess all required knowledge for
handling biohazards.

Indications for use

Not applicable.

Contraindications to use and possible side
effects

Not identified.

The use of the medical device must be in accordance
with its intended use.



MuunanbHbIE Tpe6OBaHI/IFI K MTPUMEHEHUIO

N/NKNEeH3MK  pa3BefeHHbIX rpaHyn  Heobxogumo
LHpeub OoT BO3fgelicTBuA cBeTa. HekoTopsble
Kpacutenu, KOTopble ncnonb3yTea npu
/npon3BOACTBE TpaHys, 4YYBCTBUTENbHbl K CBETY.

1YpoBHn nyopecueHUMN MOTYT U3IMEHUTbCA,
/ nogBepraTtb rpaHysbl
ponbwe 20 MUHYT.

ecnum
BO3,CI,€I7ICTBI/II-O npaAMoro ceeta

Knaccudpukaymsa meguunMHCKOro n3genns

Bug wMegmumHcKoro wsgenuss B COOTBETCTBUU C
HOMEHKNaTypHbIM Knaccupunkatopom - 103370.
Kog GMDN meguunHckoro nigenua - 42722

Bua KoHTakTa C opraHM3aMomM yesioBeKa
N3penne He UMeeT KOHTakKTa C OpraHusMom
yenoBekKa.

MepcoHan npu nposBejeHUn aHannsa o06a3aH
ncnonb3oBaTb MeAULUHCKME NepyaTKu.

YcnoBua TPaHCNOPTUPOBKU

XpaHeHMe M TpaHCNOPTUPOBKA  MEAULMHCKOTO
n3genusa ocywecteBnseTcsa npu TemnepaTtype npu

Temnepatype +2 - +8 °C B 3alWWWEHHOM OT cBeTa
mecTe.

Ytunnmnsauusa

B cooTBeTCTBMU C AelCTBYOW MM Ha TeppuTopun PO
CaHlNuH CaHMNuH 2.1.3684-21 n3genne oTHOCUTCH K
oTxogam knacca A.

KoHeuHblli nonb3oBaTeNlb 0653aH  YyTUAU3UPOBATh
UCcnonb3oBaHHOe ulgenve, cobnwaas aeicTeyrllme

HaluunoHas/lbHble NpaBuaa U HOPMbI.

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

Special requirements of use

The diluted bead suspension is necessary to keep
from light. Some of the dyes used to manufacture
the beads are light sensitive. Fluorescence levels
can change if beads are exposed to direct light for
longer than 20 minutes.

Classification of the medical device

Medical device classification in accordance with
nomenclature classificatory - 103370.

GMDN code of the medical device - 42722

Type of contact with the human body

The device does not have any contact with the
human body.

Medical personnel must use medical gloves during
the analysis.

Transportation conditions

Transportation and storage of the medical device are

17

being implemented with temperature 2-8 °C and in
a protected from light place.

Utilization

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

In

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

rules and



MUYeHb MaTepmnanoB XXNBOTHOTO n/nnn

MOBEYEeCKOIro npoumcxo>xxgeHums

~HaHynel BD CS&T beads nocrtaBnswTcs
AN3M0N0TNYECKOM pacTBope thochaTHbIM
aygpepom (PBS), copgepxawem anbbymMuH Oblubeil
/coiBOpoTKM (BSA) n Ol % a3npga HaTpus.

B
c

/ Bce maTepuanbl, WCNONb3yeMble B MNPOU3BOACTBE
// MmegnunMHCKOTro wnsgenns,
KayecTBa 1 6e30nacHoOCTH.

oTBeYalwT TpeboBaHUAM

MHdopmauyuna o] cogep>kauwmxcs
NlekapcTBeHHbIX cpeacTBax

MepauuunHckoe nsgenue He coAepXuT
NleKapCTBEHHbIX CPeAcCTB.

CeepfeHund 06 9NeKTPOMarHUTHOM
COBMECTUMOCTHU

He npumeHumo.

MeToabl N cpeacTBa Ae3MHMEKUUM N OUYUCTKMU,
MeToAbl cTepuamnsaummn

He NPUMEHUMO.
HecCTepuabHO.

MegnuymnHckoe nsgenune

TpeboBaHUA K TEXHUYECKOMY OOBCAY>XUBAHUIO
U PEMOHTY, YCTPpaHeHne Hernonagok

He npumeHumo.

Tpe6oBaHUsA K oXxpaHe oKpyyatouweii cpegbl B
npouecce akcnayatayum

M3penne B NpouecCe >KM3HEHHOTo UMKAa He
oKasbiBaeT HeraTMBHOTO BO3AeNCTBUSA Ha
OKpY>KatLuyto cpeay npu Hagnexalye
akcnayaTtauum v yTunusauuu.

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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The list of materials of animal and / or human
origin
BD CS&T beads are supplied in phosphate buffered

saline (PBS) with bovine serum albumin (BSA) and
0.1% sodium azide.

All materials used In the manufacture of the medical
device meet the requirements of quality and safety.

Information about contained medicines

The product and Its components do not contain

medicines.

Information about electromagnetic
compatibility

Not applicable.

Methods and means of disinfection and
cleaning, sterilization methods

Not applicable. Non-sterile medical device.
Requirements to maintenance and repair,

troubleshooting

Not applicable.

Requirements to environmental protection

during the operation

The device during Its life cycle does not have any
environmental impact with proper use and disposa.
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WweyeHb TMNMPUMEHAEMblIX NpouU3BOAUTESIEM

YraHgapTtos

UmMHaapT HanmeHoBaHMe cTaHgapTa Ha PycCKOM
A3blKe

EN 1SO MeanumHckne nsgenma - CUCTeMbl )v/npaBneva

13485:2012 KayecTBOM - Tpe6oBaHusA Ana uenein
perynuposaHus

EN 1SO MeauunHckue nsgenusa - NpuMeHeHNe CUCTEMBI

14971:2012 ynpasJ/ieHUa pucKkamu K MeguLUHCKUM
n3gennam

EN OueHka PYHKLNOHANbHBIX XapaKTepucTuk

13612:2002 Me,qI/ILI,I/IHCKMX.VI3,C!,eI1MI/I ans
ANarHocTuKkm in vitro

EN 1SO MeguuunHckne nsgenva ans
OVNarHoCTUKK in vitro - OueHKa cTabunbHOCTH

23640:2013 L
peakTUBOB ANA ANArHOCTUKM in Vvitro
MegnumnHckne nsgenna - CUMBOJbI,

EN ISO npumMeHaemble Npyu MapknpoBaHUN Ha

15223- MeAVNUNHCKUX U3LeNnsax, aTuKeTkax u B

1:2012 COMPOBOAMTENbHOW fOKYMeHTauun - Yactb 1:
Tpeb6oBaHus
MeauunHckne usgenua ans

EN 1SO AMarHocTuky in vitro - MHdopmayms,

18113- npepgocraBnssiemas U3rotosutenem

1:2011 (mapkupoBka) - YacTb 1: TEpMUHBI,
onpegeneHns n obwue TpeboBaHua
MeguuunHckue nsgenua ans
OVNarHocTuku in vitro - MHopmauums,

EN 150 npegocrasnisiemMass U3rotosuTenem

18113-

2:2011 (mapkupoBka) - Yactb 3: PeakTuBbl gns
ANarHoCcTUKKM in vitro gna npoeccmoHanbHOro
npuMeHeHns

EN MeauumHckune msp,enm? - NpoekTupoBaHune

623662014 MeaULMHCKNX Ms,q(uanmm C yyeTtom
3KcnayaTauMoHHOW MPUrogHoOCTH

ISTA CraHpapT VICI"IlbITaHVIFI ansa }

7E:2010 TPaHCNOPTHOM TEPMOYNaKOBKWU, UCMOMb3yeMOi
B CUCTEME [0CTAaBKM NOCHINOK

ASTM CTaHfapTHasa npakTuka npOBefl,eHl/lﬂ
aKcnayaTaynoHHbIX UCMbITAHUIA TPAHCMOPTHbLIX

D4169-09

KOHTeVIHepOB n cuctem
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List of applicable standards

standard name

Medical Devices -Quality Management Systems -Requirements
For Regulatory Purposes

Medical Devices -Application Of Risk Management To Medical
Devices

Performance Evaluation Of In Vitro Diagnostic Medical Devices

In Vitro Diagnostic Medical Devices -Evaluation Of Stability Of In
Vitro Diagnostic Reagents

Medical Devices -Symbols To Be Used With Medical Device
Labels, Labelling And Information To Be Supplied -Part 1:
General Requirements

In Vitro Diagnostic Medical Devices -Information Supplied By
The Manufacturer (Labelling) -Part 1: Terms, Definitions And
General Requirements

In Vitro Diagnostic Medical Devices -Information Supplied By
The Manufacturer (Labelling) -Part 3: In Vitro Diagnostic
Reagents For Professional Use

Medical Devices -Application of Usability Engineering to Medical
Devices

Testing Standard for Thermal Transport Packaging Used in
Parcel Delivery SystemShipment

Standard Practice for Performance Testing of Shipping
Containers and Systems
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FrapaHTMM NpousBoanTens

'CNn He yKa3aHO WHaye B NHObIX NPUMEHUMbBIX
Lwnx npogaxu BD pnsa
KNneHToB 3a npegenamu CLWA, npu npuobpeteHuu
OaHHbIX NpUMeHATCA
rapaHTuiiHble 06s3aTenbcTBa.

B cooTBeTCcTBUU C  HacToAWwMUM  OOKYMEHTOM
rapaHTuiiHble 063aTeNnbCcTBA PacNpoOCTPaHAKTCA Ha
npogaHHble ns3genns TONbKO c Lenbto
NoATBEPXAEHNA  KONMYecTBa COLEePXUMOTO,
3aAB/IEHHOTO Ha MapKnpoBKe
n3genna B MOMEHT [OCTaBKM ero 3aka3uuky.
KomnaHua BD oTka3biBaeTca OT opyrunx
rapaHTui, ABHbIX WAN HESABHbIX, BKAKYasA rapaHTuu
NPUrogHoCTMn ans nto6olii
KOHKpeTHOl Lenu, a TakXXe rapaHTuy HeHapylweHus
NcknountenbHas
KomnaHuun BD orpaHuymMBaeTca 3aMeHONn w3penui

yCcnoBuAx KOMNaHunn

nsgenwii cnegytoluime

n
Ha J3TUKeTKe Win

BCeEX

n COOTBETCTBUA

naTeHTOB. OTBETCTBEHHOCTb
nn6o BO3MELLEHNEM MNOKYMHOW uUeHbl. KomnaHua BD
He HeceT OTBETCTBEHHOCTM 3a MaTepuasbHbIi ywepob
MAn nNwb6ble cnydyalHble WAN KOCBEHHble YObITKU,
BK/AKOYaA TpaBMbl WINW 3KOHOMWYECKUEe noTepwu,

Bbl3BaHHbIE N3OENNEM.

18. Peknamauum
YMNO/THOMOYEHHOM

7] cBeaeHuns 06
npeacrtaeuTtene
npoM3BoanuTeNnis Ha TeppuTopun PocCcUNCKO

depnepaymnn

B cnyyae BO3HWKHOBEHMS BOMPOCOB OTHOCUTENMbHO
MeAULMHCKOro Wu3fenus, cneayet o6pauiaTbcs
YMNOMHOMOYEHHOMY MpeacTaBuTENt0 MPoM3BoaUTENS

K

B Poccun:

O6wecTtBo0 € OrpaHWYeHHOW OTBETCTBEHHOCTbIO
«beKToH AWKWHCOH BOCTOK»

Appec: 127051 Poccuitckaa ®depepayunsa, Mocksa,
yn. CapoBasa-CamoTeyHas, 24727, 2 aTax,
nomeuieHune |, komHaTta 18;

TenedoH/dakc: +7 (495) 7758582, +7 (495)
7758583
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17. Manufacturer's warranty

Unless otherwise indicated in any applicable BD
genera! 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
warranties, expressed or implied, Including
warranties of merchantability and fitness for any
particular purpose and noninfringement. BDs 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.

other

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

In 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 I, office 18, 127051 Moscow, the
Russian Federation.

Tel./Fax; +7 (495) 7758582, +7 (495) 7758583



TepeBoa NepBOro NKCTA ¢ AHMMUACKOrO R3LIKA HA PYCCKUA A3LIK

Bexron, Ancnncon 3ua Konwnans
B/ Galiecaitencus ' ~
2350 Kuton Jlpatis <Jlorotun B/ (BD)>
Can-Xoce, Kanndopamx 95131
(Becten, Dickinson and Company
BD Biosciences
2330 Qume Drive

San Jose, CA 95131)
Ten.: 408.432.9475

wxc: 408.954.2347

www.bd.com

uaxommem 8 pmopmmu KOMITAHAH Bexrou, Jluxnneon I Kounum. 511 Saﬂocanencu; 2350 Ksiom Jpaiie, Caw-Xoce,
Kanudopuns, 95131, CILIA (Becton, Dickinson and Company, BD Biosciences, 2350 Qume Drive, San Joge, Califomia, 95131,
USA).

<Hodnuce> 10 wos6pa 2021 r.
Kprcruna Penrepna (Cristina Renteria) Hara
Crapunnii cneunamic MEXIYHAPOAHONO OTACAE PEIHCTHALNA

upuoﬁ 'w-moﬁ H munoii mmﬁ onyuema. HAXOAKIErOCS n pamopaxamn KOMNAHHM Belrmn, Ibumwon k| Koumuu.
BJ1 Baifocatichens (Becton, Dickinson and Company, BD Biosciences).

<fToonucey>
Kpuctnna Penrepus (Cristina Renteria)
Bekron, Aurrncon 31 Komnaun, BJ1 Balocaitencus
2350 Keiom Xp., Can-Xoce, Kamudopuus 95131
(Becton, Dickinson and Company, BD Biosciences
2350 Qume Dr., San Jose, CA 95131)

Horapuyc wnd apyroe Aoaseoctioe mnuo, oopMasiomies HacToswee
CBUICTENLCTRO, YAOCTOBEPRCT TONBLKO AWMHOCTL JHIA, NOANHCABLICTO
AOKYMCHT, X KOTOPOMY NDRJIATECTCH HaCTOAIICE CBHAETEILCTRO, 8 He
AOCTOBRCDHOCTD, TOYHROCTS WK neﬁmm'enbuom AAHHOTO JOKYMCHTA.

IiIrar Kaaudopuns
Oxpyr Casra-Knapa
Tloankcano 04 NPHCATOH (AN MOATBEPKACHO) B MOEM
MHIUEAD I, HHTHC nprcyteTsiy ceronta, 10 sosGps 2021 1., Kpnernniolt Penrepus
(MICHELLE G. NITIS) (Cristina Renteria), Aoxasanmedf mue 1Ha OCHOBARWM NPEXLABICHHR
Horapuyc - Kanudophmns AOCTATOMHBIX CARISTETLCTE, YTO OHA ABAACTCA NKLOM, ABMBIIHMCA
Oxpyr Canra-Knapa =0 MHC.
JMunemsnz Ne 2271237
‘(;Jpox uom?uuﬁ Hetexaer 12 supaps 2023 r. Thoanncs <Iodnuce>
BOMBUIAN TTEYATH LUTATA KATHOOPHH> Nansch omapuyca
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[MepeBon BTOPOTO JIKCTA ¢ AHFAMICKOTO A3MKA HA PYCCKKH S3MK

<Jlorotun BA (BD)>

HHCTPYKLIMA I10 ITIPUMEHEHUIO

MEJUITUHCKOI'O UAEJINA 1J1A MTUATHOCTHUKH IN VITRO:
«'panyast BD CS&T Beads nan sacTpoiixu nporoqnoro

OuTOUIYOPHMETPA», B BAPHAHTAX HCIIONHECHUA
(*BD CS&T Beads For Flow Cytometer Adjustment”,

in variants)
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«YTBEPK[AIO»

Bexmon Juxuncon 3no Komnanu,
B Baliocaiiencus

{Becton Dickinson and Company,
BD Biosciences)

Cmapuuiii cneyuarucm MexcoyRapoOR020 OMOEIa pezucmpayuu

Kpucmuna Penmepun
(Cristina Renteria)

<Hodnuce>

10 noslpa 2021 2.

2021 r.

<Iliramn: .
BEKTOH, JUKMHCOH 2HJ{ KOMITAHHU
2350 KbIOM JIPAB

CAH-XOCE, KATHOOPHHA 95131
(BECTON, DICKINSON AND COMPANY
2350 QUME DRIVE

SAN JOSE, CA 95131)

TEJL: 408-432-9475

DAKC: 408-954-2347>



MepeBoA AaHHOTO TEKCTAa BbINOMHEH NepeBOAHMKOM AneKceeBbiM AfieKceem AnleKCaHIpOBUYEM.

Poeciiiickana ®epepauymns
Mopon Mocksa.
[eBATOro fekabpa ABe ThicAUM ABajLaTb NEPBOro rofa.
A, [LeiHeko Jliogmuna BanepnesHa, BPEMEHHO WUCMOMHALLWLAA 0643aHHOCTU HOTanHyca
ropoga Mocksbl NpoKolwweHKoBoN EneHbl EBreHbeBHbI, CBUAETENLC M&HHOCTM HOTapuyca
nepesogunka Anekceesa Anekcesa AnekcaHgposuya. NOAMIMHHOCTb MOAMNMUCHU

Moanuch cAenaHa B MOEM MPUCYTCTBUU.
JINYHOCTb NOANMCABLIEr0 JOKYMEHT yCTaHOB/IEHA.

3apeructpupo”® .pé~tpe: Ne 21/86-H/77-2021- ~

Ynnayueno N«thunaneltoro gevictens: 400 nvfi nn
1o Kon.

N.B. [eliHeko

CKpeneHo neyatbio 2

/0

Aeneii
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