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Pycckuin

1. HA3HAYEHMUE
BD Trucount™ Tubes ucnonb3ytotca ans nofc4eTa abCoNOTHOO COAEPHAHMS IEHKOLMTOB B KPOBH.

Mpobupku BD Trucount™ Tubes npegHasHavyeHbl 415 MCMNONb30BAHKMA ¢ peareHTamu BD Multitest™ Ha
npotoyHom uutomeTpe BD, koTophIf uMeeT cnegyioulee.
*  CuWHWIA Na3ep € AMHONA BOJHBI MUHUMYM 488 HM M KPACHBIM NA3ep C ANMHOM BOSHLI MUHUMYM 640 HM
e QyHKUMI0 06HApymeHUs NpamMoro ceeTopaccesHus (FSC) u 6orkosoro ceeTopaccesHus (SSC)
e OyHKUMIO dryopecyeHLMH MUHUMYM C 4 UBeTaMu
e [lporpammHoe obecneueHue ans c60pd M AHANM3A AAHHBIX
Mpobupku BD Trucount™ Tubes npeanasHayeHsl ans ucnons3osanus ¢ pearedtamu BD Tritest™ Ha
npoTouHom uutomeTpe BD FACSLyric™.

2. OB30OP TECTA

BD Trucount™ Tubes cogepwaT M3BeCTHOE KONMYECTBO (YOPECLEHTHBIX IPAHy, KOTOPOE YKA3AHO HA
3TUKETKE NAKEeTA. 3TO KONIMYECTBO rPAHY MCMOJIL3YETCs NPOrPAMMHLIM obecneyeHHem NPOTOUYHOro
LUMTOMETPA AJIs MOACYETA A6CONOTHOMO YHCIA KNETOK.

BD Trucount™ Tubes npeaiHa3Ha4yeHbl ANA WCNONb3OBAHKUSA CMELMIMCTAMM naboparopuu 4Nis nogcyeTa
abCconuTHOro YMCNa NeMKOLIMTOR B KPOBH.

KnuHuyeckoe npumMmeHeHue

BD Trucount™ Tubes ucnionbayrores ¢ pearestamu BD Multitest™ v BD Tritest™. KoHKpeTHOE KiMHHuUecKoe
NPUMEHEHKWE KAKA0r0 PEAreHTa CM. B MHCTPYKLUMSIX No npumeHeruto (MIMM).

MpuHuuWn paboTbl

flobaskLTe COOTBETCTBYIOWMIA PEAreHT Ha OCHOBE AHTWUTEN W LIENbHYIO KPOBb € AHTUKOArYASHTOM
HenocpeacTeeHHo B BD Trucount™ Tube. JTuopun3MpoBaHHBIFA OCAA0K rpaHyn B NPOBUPKE CyCneHaupyeTca
B 06pa3uie, BbICBOBOXKAAA U3BECTHOE KONMUECTBO $RyOpecUeHTHbIX rpaHya. MporpaMmHoe obecrneyerye
PACCUMTBLIBAET ABCONMOTHOE COAEPXaHMe (KNETOK/MKA) NOSIOKHUTENBHBIX KIETOK B 06padsLe NyTem CPaBHEHUS
KOMIMYECTBA COBLITUIA KNETOK C KONMYECTBOM COBbITUIA rpaHy.

3. COCTAB

OaHopazosble npo6upku BD Trucount™ Tubes copepmar NMOGUMAMIMPOBAHHbIA 0CANOK $yOpPeCLIEHTHBIX
NONUCTUPONOBbLIX rpaHyn. OCafoK rPaHys HAXOAWTCA HA AHE NPOBUPKHK, MO METANNWYECKOH CeTOUKOR.




Mepbi npegocTopoKHOCTH

e [Ipobupku BD Trucount™ Tubes npegHazHaYeHb! 417 MCONb30BAHMA CO CNELMANBHOM METOLMKOM
NM3MpoBaHusA 6e3 OTMbIBKK. He nbiTaiTech yCTaHOBUTL MOPOroBOe 3HAYeHHWe 14 NPSMOro
ceetopaccesHus (FSC) npu cbope AaHHBIX.

e [luneTKW BOMKHDI BbITb OTKANMBPOBAHLI 15 JO3MPOBAHKUSA ToUHOro obbema 50 M 0bpasua, NMBo MOMHO
UCrob30BATb METOAWKY 06paTHOro NUNeTUPoBaHKA (cM. «O6paTHOE NUNETUPOBAHKE» HA CTp. 3).
JononHuTeNbHY0 MHPOPMALMIO CM. B MHCTPYKLMAX MPOU3BOAMTENS MUMETKH.

e Yucio rpaHyn pasnMyaeTcs B 3aBACUMOCTH OT napTuu npobupok BD Trucount™ Tubes. YpessbiuaiiHo

BOKHO WCMOJb30BATL YMUI0 TPAHYJ, YKA3AHHOE HA TeKyLel napTim npobupok BD Trucount™ Tubes, npu

BBOJl€ 3TOr0 3HAYEHMA B NPOrpPaMMHOe obecneueHue WK NPU BbINOAHEHUM pacyeTda aGCoNTHOMo

COEPHAHMA BPYYHYI0. He cmelunBaiite Heckonbko naptuid npobupok BD Trucount™ Tubes B ofHOM

TECTUPOBAHMM.

He nepenocuTe rpanynsl B Apyryto NPoGUpKY.

He ypansiite meTannuueckyto cetry B BD Trucount™ Tube.

MNonb3osarens HeceT OTBETCTBEHHOCTL 30 BANMAALMIO JIGOM0 APYroro METOAd MK UCTONb30BAHMA.

3arpysuTe nacnopt 6e30nNacHOCTM Matepuana ¢ caira regdocs.bd.com/regdocs/sdsSearch.

e o o o

XpaHeHue u obpaieHue

* Xpanute BD Trucount™ Tubes B opuruHaIbHLIX NakeTax 13 donbru npu Temneparype 2-25 °C. Bo
u3bemaHWe 06pa3oBAHKS KOHAEHCATA OTKPLIBAMTE NAKET TONLKO MOCIE Ero HArpesd 40 KOMHATHOM
TEMMEPATYPbI W TLIATENILHO CHOBA 3aMNeydaTbiBaiTe NaKeT cpasy nocie UsBneuYeHUa NpoGUpKH. He
W3BNIEKAWTE W3 NaKEeTa BAAronornotTuTens. Mcnons3lyiTe npobupkiy B TedeHue 1 yaca nocsie ux U3BeYeHus
M3 nakeTa.

¢ BD Trucount™ Tubes B HEBCKPLITOM NAKETE OCTATCA B CTABMALHOM COCTOAHUM, MOKA HE UCTEUET CPOK
FOAHOCTH, YKA3AHHbIMA HA ynakoeke. He vcnonbayiiTe NpoGUPKK NOCe UCTEUEHUS! CPOKA FOAHOCTH.

* [Npobupku BO BCKPLITOM NAKeTe CTABUILHLI B TedeHWe T MecaLa Noie AaTkl BCKPLITHA MPU XPAHEHWU B
COOTBETCTBUM C YKA3AHUAMM. BinwumTe naTy nepBoro OTKPLITUSA NAKETd B OTBEL,EHHOM AJ1s 3TOro MecTe Ha
ITUKETKeE.

4. TIPUBOP

B cneaytoweit Tabnuue npuBoAKTCA onucaHue cucteM BD. NMoapo6HOCTH CM. B JOKYMEHTALIMM NOJSb30BATENSA
COOTBETCTBYIOLLErO peareHTa uinu npubopa.

Tabn. 1. Cucremsl BD

Beads

Software Bepcum 2.4 unu
6onee no3gHei

MpoTouHsbii uuTOMETP FpaHynbl Ana HACTPOHKK MporpanmHoe AHanuTHueckoe
obecneueHue gna nporpaMmMHoe
HOCTPOMKK obecneueHue
BD FACSLyric™ BD® CS&T Beads [Mpunoxenune BD FACSuite™ | MNpunomenune BD FACSuite™
BD® FC Beads 7-Color Kit Clinical Clinical
BD FACSCanto™ II BD FACS™ 7-Color Setup BD FACSCanto™ Clinical BD FACSCanto™ Clinical

Software Bepcum 2.4 unu
6onee no3gHen

C AGQHHBIM MPOAYKTOM MOMHO MCMONL30BATL 3arpy3unk BD FACS™ Universal Loader v BD FACS™ Loader.

C AGHHBIM NPOAYKTOM MOXKHO MCMOMB30BATL CUCTEMY NOAFOTOBKM 06pasLos BD FACSDuet™.
JononHuTtensHyo HHGOPMaLMIo cM. B MHCMPYKUUSAX NO UCNOb30BAKUID CUCMEMb N0J20MOBKL 06pasyoB

BD FACSDuet™.

5. OTBOP XU NOArOTOBKA NPOB

BD Trucount™ Tubes MOXET UCMONBL3OBATLCA € TUNAMM 06pPaA3LOB, yrkasaHHbiMu B MMM pearenTa. Ceefenud o
TOM, KaK1e 06pasLibl MOXHO TECTMPOBATL, 4 TAKKE O TOM, KAK OCYLLECTBAATL COOP, XpaHEHHUE U NOATOTOBKY
06pasuos, cm. B UM cooTBETCTBYHOLWErO peareHTd.




MPEAYNPEXAEHUE Jliobble b1onoruyeckue 06pasLbl M MATEPUAIbI, CONPUKACAIOWMECH C HUMM,
NpejCTaBAAT NOTEHLMAIbHYI0 6UONOrMUecKy 0NacHOCTL. 06pallaiTecs C HUMM KAK C MCTOUHUKAMMU
MH¢eKuHM1‘2 W NPH YTUAK3ALKMK COBNI0AANTE Mepbl 6e30MaCHOCTH, COOTBETCTBYIOLME 3AKOHAM, MPUHATLIM HA
depepanbHOM, PErHOHWILHOM WM MECTHOM YpoBHe. HUKOrAa He HaBMpaiTe MUAKOCTL B MUMETKY PTOM.
CnefyeT 1UCNoONb3OBATEL COOTBETCTBYIOLYH 3AWMTHYIO OLEHAY, CPEACTBA 3ALMTLI FA3 U NEPUATHHM.

6. MPOLUEAYPA
PearenTbl 1 Beuectea

lNocTaensemble peareHTbl U BelecTsa

BD Trucount™ Tubes noctasnseTca c AByMa naxkeTamu npobupok. Kawaslil nakeTt cogepmt 25 npobupok,
JOCTATOYHbLIX A8 NpoBeAeHus 25 TecToB.

Heobxoaumble, HO He NOCTABNAEMbIE peareHTbl W BellecTsd
e Pearent BD Multitest™ unu BD Tritest™ (nogpo6Hee cm. 8 UMMM pearenTa).
e BD FACS™ Lysing Solution (Homep no katanory 349202).

Jluaupytowmii pacteop npesocraensetcs B Biuge 10-KpATHOrO KOHLEHTPATA M COAEPHMT AUSTUNEHMUKONb
v dopmanbaerna. MpenynpexaeHus U Mepbl NPeAOCTOPOXHOCTH CM. B MHCTPYKLMAX M0 NPUMEHEHUIO
(1Mn) BD FACS™ Lysing Solution.

e MelwaiKa «BOpTeKCy.
* MuKponuneTka ¢ HOKOHEYHUKAMM.

O6parHoe NUNeTUPOBAHHE

TouHoe A03MPOBAHKE MUMNETKON OUEHb BAXKHO NpH Wcnonb3osaHuk BD Trucount™ Tube. YTo6bl go6aBuTh
obpasey 8 BD Trucount™ Tube, ncnone3yiite metoauky 06parHoro nunetuposaHus. Jins o6patHoro
MHNETUPOBAHUA HAXKMUTE KHOMKY A0 BTOPOH OCTAHOBKM. OTNYCTHUTE KHOMKY, YTO6bI HAOPATE B HAKOHEYHMK
136bITOYHOE KoNMUeCTBO 06pasLd. HaxmuUTe KHOMKY /10 NepBOi OCTAHOBKM, YTOBbI BbITECHUTH TOUHbIM 06beM
06pasua, ocTasms M3NMLLEK 06pA3LA B HOKOHEYHHKE.

OKpawmBaHue KIeToK

OxpacbTe 06pasLibl cornacHo yrasanuam B MMM cooteetcraytowero peareHta. Mpobupku HeoBXxoaumo
3aWmLLaTh oT npamoro ceeTa. [poBoguTe NpoLleaypy NPM KOMHATHOM Temneparype (20-25 °C).

7. PE3YNbTATHI

PEI'IPEBEHTCITH BHble AHHbIe

ToueuHbli rpapuk CD4 APC-A npotus SSC-A, AeMOHCTPUPYIOLLHWIA nonynaumio rparyn BD Trucount™ (3eneHbiii
LBeT).
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Pacuer abcontoTHoro coiepaHus

B nporpammHom obecrneyeHnt NoJOKHTENbHbIE KNETKW NPeACTABEHb! KaK MPOLEHT TIMMGOLIMTOB.
ABCOMIOTHOE COAEPKAHWE MONOMUTENBHBIX KIIETOK B 06PA3LIE NMOANENMT ONPeAeseHHI0 MyTeM CPABHEHMA
KOMYECTBA COBBLITUI KNETOK € KONMYECTBOM COBLITHH rpaHys. MpUnomeHHe paccumTLIBAET ABCONKTHOER
COAIepXaHK1e Mo cneayollei dopmyne:

o KON-BO
YWCNO COBLITHIM B MOMYNALMU KNETOK S
e i) abconoTHoe coaepKaxue
x
YMCI0 COBbITUI B 061ACTH rpaHyn nonynsiyMM KNeToK
obbeMm TecTd

abCcoNOTHOrO COLEPHAHMSA

KonuuecTso rpaHyn Ha TeCT YKA3aHO HA 3TUKETKE YIIAKOBKK W3 ¢onbru npo6upok BD Trucount™ Tubes 1
MEHAETCA OT NAapTHUK K NApPTUK.

8. OrPAHHUYEHMUA

e BD Trucount™ Tubes npoLuny Banuaaumto Tonsbko ¢ Tectamu BD Multitest™ u BD Tritest™.
e BD Trucount™ Tubes MoryT MCNONb30BATHCA TOALKO C METOAWKOM JIM3UPOBAHMWA 683 OTMBIBKMU.

9. PABOYMUE XAPAKTEPUCTUKMU

Pabouue xapaxtepuctiiku BD Trucount™ Tubes 6binn ycranosneHsl gis peareHtos BD Multitest™
BD Tritest™. Paboune xapakTepucTUKK Ais oNpefeneHns abComioTHOrO COAEPKAHUA C UCMOoNb30BAHUEM
BD Trucount™ Tubes cm. B UMMM cooTeeTCTBYIOWErO peareHTa.

10. MOUCK U YCTPAHEHUE HEUCMNPABHOCTEH

Mpo6nema BoamoxHaa npuumHa Pewiexune
Henpasunbroe abcontoTHoe MUcnonb3oBaHbl rpaxysibl M3 PasHbIX poBepbTe HOMEP NAPTHH U
coAepxaHue naptuid BD Trucount™ Tubes. KoNM4ecTso rpanyn ans BD Trucount™

Tubes. MoeTOpPUTE OKPALUMBAHUE B
HOBOW Npobupke.

KoHueHTpaums KNeTok OTKIOHAETCA | BbINOAHWTE OKPALLMBAHHE CBEKErO
OT HOPMAIbHBIX 3HAYEHMIA. o6pasua.




Mpo6nema

BosmowHas npuyvHa

PeweHue

OcanoK rpaHyn HaxXoAKNCA He nop,
METANNHYECHOM CEeTKOMW HA gHe
NpoBHpKU.

BbINosHUTE OKPALLIHBAHWE CBEKErO
o6pasua nocne Toro, Kak ybegurecs,
UTO HETPOHYTHIM OCAAOK IPaHyn
HAXOAMTCA NOJ METANNHYECKOH
CETKOM.

Mano unu Het KneTok

MeTannuyeckas ceTka 6nokupyer
NpoGUPKY 4N1A ACnMpauKK Npu

YcTpaHuTe HeucnpaBHoCTb
LMTOMETPA.

WCMONL30BAHWM 3Arpy3uHKa
BD FACS™ Universal Loader vnu
BD FACS™ Loader.

CMUCOK IUTEPATYPbI

1. Protection of Laboratory Workers from Occupationally Acquired Infections; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute; 2014. CLSI document M29-A4.

2. Centers for Disease Control and Prevention. 2007 Guideline for Isolation Precautions: Preventing
Transmission of Infectious Agents in Healthcare Settings.
https://www.cdc.gov/infectioncontrol/guidelines/isolation/index.html. Accessed March 12, 2019.

NMPUMEYAHHUE
Toneko ana EC: nonb30Bareny A0MKHbI CO06LATE O I0BLIX CEPLE3HBIX NPOUCLLECTBHAX, CBA3AHHDIX C

LAHHBIM YCTPORCTBOM, MPOU3BCAMTESNIO U B YNONHOMOUEHHLIM rOCYAQPCTBEHHbIM OPraH.

3a npegenamu EC: obparuiTecs K npeacTaBuTento Komnaquu BD B ceoem pervoHe ¢ MHdopmaLmeit o nobbix
NPOUCLUECTBUAX UITH BONPOCAMM, CBA3AHHbIMK C STUM YCTPOMCTBOM.

CBogHble faHHbIe N0 6e30MACHOCTH M paboUKMM XAPAKTEPUCTUKAM CM. Ha Beb-caiiTe Eudamed:
https://ec.europa.eu/tools/eudamed.

FAPAHTHUA

Ecnu He yra3aHo WHave B 1t06bix NPUMeHUMBIX OBLLWX YCTOBMSAX MPOAKM KOMMAHWKM BD ansa knueHToB 3a
npegenamu CLUA, npu nprobpeTeHi JaHHBIX U3AENWH NPUMEHSTIOTCH CIELYIOLME FAPAHTHIHbIE
obazarenbcTBa.

ANA MPOJABAEMbBIX COMTACHO JAHHBIM YCTTOBUAM NMPOAYKTOB FAPAHTHPYETCS TOJbKO COBNIOJEHME KOMMYECTBA M
COJEPHMMOrO, YKA3AHHBIX HA STUKETKE MK MAPKUPOBKE MPOAYKTA HA MOMEHT JIOCTABKM 3AKA3UMKY. HACTOALLMM
KOMIAHWA BD OTBEPTAET JIOBbIE APYITME TAPAHTHM, ABHBIE MK NOAPA3YMEBAEMbIE, BKIHOYAA TAPAHTMM KOMMEPYECKOM
BbIFOAb! M NPUIOLHOCTM ANA KOHKPETHBIX LIENEM, A TAKXE FAPAHTUM HEHAPYLLIEHWSA NATEHTOB. BCA OTBETCTBEHHOCTL
KOMTMAHWW BD OTPAHUHYMBAETCA IME0 3AMEHOW NMPOAYKTOB, W0 BO3MELLIEHMEM MOKYMATENIO LIEHK! MOKYIKM.
KOMMAHWA BD HE HECET OTBETCTBEHHOCTU 3A MOBPEXJEHME MMYLLECTBA WK JIIOBOM CONYTCTBYHOLLMIA MM KOCBEHHBIM
YLIEPB, BKJIOYAS JIMYHBIE TPABMbI U SKOHOMWYECKME YBLITKM, BbISBAHHBIE JAHHbBIM MPOAYKTOM.

TOBAPHbIE 3HAKH

BD, norotun BD, BD FACSDuet, BD FACSLyric, BD FACSuite, BD Multitest, BD Tritest, BD Trucount, FACS u
FACSCanto aBnstoTca TOBAPHBIMM 3HAKAMK KOMNaHKK Becton, Dickinson and Company unu ee
addUNMpOBaHHLIX KL, Bce oCTaNbHbIE TOBAPHBIE 3HAKM NMPUHAANENAT COOTBETCTBYIOLMM BAAAEMLLAM.
© BD, 2022. Bce npasa 3auuiueHbi.
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Pycckuit

1. HA3SHAYEHWE

KoHTtponbHble 06pasust BD Trucount™ Controls npefHasHaueHs! 1A UCNONb30BAHKSA C NPOBHpKaMu

BD Trucount™ Tubes 1 npoTouHbiM LuToMeTpoM BD FACSLyric™ B KauecTse KOHTPOJILHOIO CPeACTBa ANA
onpepaenexus abCoNOTHOTO COAEPHKAHMUSA. A MMEHHO, 3HAYEHWE KOHTPOJIbHBIX TPAHYA 3a Npejenamu
LMana3oHd OXKAAeMbIX 3HAYEHWA MOXET CBMAETENLCTBOBATL 06 OLMBKE NUNEeTUPOBAHKUS Ui
HEMNpPAaBWIbHOM 3HQYEeHUM KonrMyecTsa rpaHys 8 BD Trucount™ Tubes.

BD Trucount™ Controls MoxHo ucnonb3osats ¢ 3arpysunkom BD FACS™ Universal Loader.

2. OB30P TECTA

KoHTponeHbie 06pasusl BD Trucount™ Controls npeacrasnstoT coboi ¢nyopecLeHTHbIE NONUCTUPOIOoBbIE
rPaHybl, NOCTABMAEMbIE B TPEX KOHLIEHTPALMAX: HU3KOM, CpesiHei U BbICOKOM. Mpunowxenue BD FACSuite™
Clinical NnpoM3BoAMT NOACYET ABCONOTHONO COMLEPAHKMSA KOHTPONbHbIX rpaHyn BD Trucount™ Control ana
noaTeepXaeHua TOHHOCTH NUNETUPOBAHMA.

KoHTponeHblie 06pasusl BD Trucount™ Controls npegHasHayeHb! as MCNosib30BAHWA CeLManMcTamm
naboparopum.

MpuHuuMn paboTb!

CycrneH3ua KOHTPObHbIX rPaHyn A06aBNSETCS K LENBHOM KPOBW C AHTUKOArYIAHTOM B NPOBKMpPKe

BD Trucount™ Tube. JTuodnAuaupoBaHHbIA 0cafoK rpaHyn B npobupke cycneHaupyetca B obpastle,
BbICBOGOMAAA U3BECTHOE KONWYECTBO $ryopecueHTHbIX rpaHyn BD Trucount™, u obpabareiBaerca Ha
npoTouHom umutomeTpe BD FACSLyric™. Mpunoxenue BD FACSuite™ Clinical paccuuTbiBaeT abconioTHoe
COAEpKaHue KoHTpobHbIX rpaHysl BD Trucount™ Control nytem cpaBHeHWs KONWUeCTBa cobbIThi
KOHTpONbHbIX rpadyn Trucount™ Control Beads ¢ konuuectsom cobbiTil rpanyn Trucount™ Beads.

3. PEATEHT

Coctae peareHTa

KoHTtponeHble o6pa3subl BD Trucount™ Controls cogepwar rpadynsl co cieayownmMn JUana3oHamMmu
KOHLeHTPauMi.




Taén. 1. A1Mana30Hb! KOHLEHTPALMIA KOHTPOAbHbLIX 06pasLos
BD Trucount™ Controls

BD Trucount™ Controls KoHuenTtpauus (rpanyn/mn)
Low Control Beads (A) 4,72 x 105,25 x 10"
Medium Control Beads (B) 2351 x 10°-2,635 x 10°
High Control Beads (C) 9,403 x 10°-1,0539 x 10°

Mepbl NnpefocTOpPOKHOCTH

o TlUNeTKM JOMKHbI BbITb OTKANMBPOBAHLI A8 JO3MPOBAHMA TOMHOro 06bema 50 MKk 06pasua, MMbo MOXHO
MCMOb30BATH METOAMKY 06paTHOro NUNeTupoBaHus (cM. «06paTHoe NMNeTHpoBaHMe» Ha CTp. 3).
JononHuTensHyo MHGOPMALMIO CM. B UHCTPYKLMAX NMPOM3BOAUTENSA MUMNETKU.

e Yucno rpaHyn panuuyaeTcs B 3aBMCMMOCTH OT NapTHu npobupok BD Trucount™ Tubes. Ype3sbraiHo
BAXHO HCNOJIb30BATH YMCIIO MPAHYA, YKA3AHHOE HA TeKyLel naptuu npobupok BD Trucount™ Tubes npu
BBOJE 3TOrO 3HAUEHMs B NporpamMHoe obecnederue. He cMellMBaiTe HECKONLKO NAPTUH NPOBUPOK
BD Trucount™ Tubes B 0jHOM TECTUPOBAHKH.

e [IpoB6upku BD Trucount™ Controls npegHasHa4eHbl A1 UCNONb3OBAHWA CO CNELUANbHON METOAUKOR
NU3KUPOBAaHMA 6e3 OTMbIBKK. He nbiTaiTech yCTAHOBWUTL NOPOroBoe 3Ha4YeH1e Ans npamoro
ceetopaccesHus (FSC) npu cbope aaHHbBIX.

e 3arpy3vTe nacnopT 6e30MacHOCTM MaTepuana ¢ caira regdocs.bd.com/regdocs/sdsSearch.

XpaHeHHe W obpaileHune

Xparute npw Temnepatype 2—8 °C. PeareHTbl BO BCKPBITLIX MM HEBCKPbITLIX GIAKOHAX CTABMALHLI 10
MCTEeUYEHWUA CPOKA FOAHOCTH, YKA2AHHOMO HA MAPKMPOBKe gnakoHa. He ucnonb3ayiTe peareHT nocie
MCTEYEHMS CPOKA FOAHOCTH.

4. TPUABOP

B cnepyoleit Tabnuue npuBoaMTCA onucaHue cuctembl BD FACSLyric™. MoapobHOCTH CM. B LOKYMEHTALMM
MoNL30BATENS COOTBETCTBYIOLWErO peareHTa unu npubopa.

Tabn. 2. Cucrema BD FACSLyric™

MpoTo4HbIA LUTOMETD [panynsl Ansa HACTPOHKH MporpammHoe AnanutHueckoe
obecneueHue anq nporpamMmHoe
HOCTPOMKHK obecneuyeHune
BD FACSLyric™ BD® CS&T Beads Mpunowenue BD FACSuite™ | Mpunowenve BD FACSuite™
BD® FC Beads 7-Color Kit Clinical Clinical

C AQHHBIM NPOAYKTOM MOXHO Mcnonb3osatb BD FACS™ Universal Loader.

5. OTBOP U NOArOTOBKA NMPOB

e [IpoBeauTe 3060p 06PA3LOB KPOBK ACENTUYECKKM C MOMOLLbIO BEHOMYHKLWK B NPpobWpPKY Anis 3a60pa KpoBK
¢ 3ATA BD Vacutainer® Blood Collection Tube unu aHanoruusyto npobupky’.

e XpaHuTe 06pazLbl KPOBM NMPH KOMHATHOKW Temnepartype (20-25 °C).

NPEAYMAPEXXAEHUE Jlio6bie Guonorvueckye obpasiibl ¥ MaTepranbl, CONPUKACAOLWMUECH C HUMHK,

NPescTaBAfoT NOTEHLMWIBHYH BUoN0orMUecKyto onacHocTb, O6pallaiTecs ¢ HUMU KAK C UCTOYHMKAMMU

UHGEKLMA™ 1 NPU YTUAM3ALMM COBNIOAANTE Mepsl 630MACHOCTH, COOTBETCTBYHOLLIME 3AKOHAM, MPUHATBIM Ha

befepaibHOM, PETHOHANBHOM WM MECTHOM YPOBHE. HWUKOrAa He HaBUpaiTe MUAKOCTL B MUMNETKY PTOM.

CnepyeTt UCNONbL30BATL COOTBETCTBYIOLLYHO 3ALUMUTHYIO OfEKAY, CPeCTBA 3ALMTLI F103 M NepUaTKU.




6. MPOLIEAYPA
PeareHTbl U BeuiecTea

lNocTaensaemMble pedareHTbl U BelecTea

KonTponsHble 06pasuel BD Trucount™ Controls nocraenstoTes ¢ AByMst GIAKOHAMM KIKAOMO M3 CIEAYIOLLWX
BeLeCTs:

s BD Trucount™ Low Control Beads (A);

s BD Trucount™ Medium Control Beads (B);

= BD Trucount™ High Control Beads (C).

Kawabli $pnakoH KoHTponbHbIx 06pasuos BD Trucount™ Controls nocrasnsetca B 1,5 mn 6ydpepHoro
¢uaronoruuecrkoro pacreopa ¢ < 0,1% azuaa HaTpUs B KOMYECTBe, JOCTATONHOM /A NpoBeaeHus 15 TecTos.

3aBMcALLee OT NAPTHM KONMYECTBO rPaHyn (rpaHynbl/MK) U cpefHeKBapaTHieckoe oTKAoHeHue (SD) ana
KQM/0r0 YPOBHS KOHLEHTPALMM YKA3AHBI HO STUKETKE BHYTPH KOPOBKH.

H806X0,£I,HMble, HO He nMocTaesAemMble pedreHTbl U BelllecTsd

e BD Trucount™ Tubes (Homep no karanory 663028).

e BD FACS™ Lysing Solution (Homep no katanory 349202).
Jusunpyiolmi pacTeop NpeaocTaenseTcs B Buae 10-KpaTHOro KOHLEHTPATA U COACPHUT AUSTUNEHTTIMKONb
u popmanbaerua. MNMpepynpexaeHus U Mepbl NPefoCTOPOXHOCTU CM. B MHCTPYKLMAX MO NPHUMEHEHMIO
(UNM) BD FACS™ Lysing Solution.

o Mewanka «BopTeKcs.

e MUKpPONMNETKA C HOKOHEYHWUKAMM,

e Jozarop uaum nunetka (450 mxn) Ans 403MPOBAHUA HEKOHLIEHTPHPOBAHHOMO IM3MPYIOLLErO pacTBopa
BD FACS™ Lysing Solution.

e (JononnutensHo) BD FACS™ Universal Loader.

Paz6aenenune BD FACS™ Lysing Solution

PazbaebTe 10-KpaTHbINA KOHLEHTPAT A€HOHW3MPOBAHHOM BOLOM KOMHATHOM Temneparypbl (20-25 °C) B
cooTHoweHuu 1 : 10. FoToBbINA pacTeop cTabuieH B TedeHWe 1 MecALa NpY YCII0BUM XPAHEHWA B KOHTeRHepe
W3 CTEKNA WK NONUSTHNIEHA BelicoKoM rnoTHocTH (HDPE) npyv KOMHATHOH Temneparype.

O6parHoe nuneTUpoBaH1e

TouHoe LO3MPOBAHUE MWMETKOMH OUYEHb BAKHO NPH MCNons30BaHKMK BD Trucount™ Tube. YTobbl fobaBuTh
o6paszel & BD Trucount™ Tube, ucnonbayite MmeToguKy o6paTHoro nuneTMposanus. Jna obpatHoro
MUNETUPOBAHMA HAMMUTE KHOMKY 1O BTOPOH OCTAHOBKM. OTNYCTUTE KHOMKY, YTO6bl HABPATh B HAKOHEYHWK
W36bLITOYHOE KONUUeCTBO 06pasd. HammuTe KHOMKY A0 NepBOM OCTAHOBKHM, UTOBbI BbITECHWTH TOUHBIN 06bem
o0bpasuia, ocTaBUB M3nMLLEK 06pa3Ld B HAKOHEYHUKeE.

MogroToBKa KOHTPONLHBLIX 06pasLLOB

1. W3snexwuTe Tpu npobupku BD Trucount™ Tubes 13 naketa 13 ¢ponbry. [pomMapkupyiTe npobuprm:
«Hu3kas», «CpegHas» U «Bbicokasy.
NMPUMEYAHMUE Y6eauTecs, uto ocaaok rpanyn BD Trucount™ HAXoAUTCA NOS METQIIMYECKOM CeTOUKOM
Ha aHe Npo6upku. ECM AaHHOE YCI0BKE He BbINMOMHEHO, YTHAW3UpY#HTe npobupky BD Trucount™ Tube w1
3amMeHuTe ee HoBOKW. He nepeHocuTe rpaHynbl B Apyryto NpoG1pKy.
NPUMEYAHME Mpobupku HEOOXOAMMO 3aLLMLLATE OT NPAMOro ceeTa. [poBoauMTe npoLeaypy npu
KOMHaTHOM Temnepatype (20-25 °C).




2. AKKYPATHO BCTPAXHWTE HA «BOPTEKCE» KKABIH GIAKOH C KOHTPONbHLIM 06pasiiom B TedeHWe 30 CeKyHL, U
n06aBbTe 50 MK KOHTPOJIBHBIX FPAHYIT C HU3KOW KOHUEHTpaLmedt B MPOBUPKY C 3TUKETKOW «Huakasax,
50 MK/ KOHTPOSbHBIX FPAHYJS CO CPeAHEN KOHLEHTpauuei B npobupky ¢ 3TukeTKol «CpedHas» v 50 MKn
KOHTPOJIbHBIX TPAHY C BLICOKOH KOHL|eHTpaLMeit B Npo6UpKY € STUKETKON «Bbicokasy.

MPUMEYAHME He pobasnsiite peareHT aHTUTEN.

3. C noMoLbko MUMNETKKU HaHecuTe 50 MK XOpOLUIO NepeMeLLaHHON LeNbHON KPOBH C QHTHKOAryIAHTOM,
MOMYYEHHOM OT reMarToorMuecku 340poBOro AOHOPA, HA CTEHKY MPOBMPKK HEMNOCPEACTBEHHO HAA
CETOUKOH.

4, [obasbTe no 450 M HekoHUeHTpupoBaHHoro BD FACS™ Lysing Solution B kamayto npoburpky.

5. 3aKpoiiTe NPoBUPKH, MOMECTHTE HA «BOPTEKC» M AKKYPATHO BCTPSIXHUTE ANA NEPEMeLIMBaHKA
COLEPHHUMOro.

06pazupl FOTOBRL! K AHANTM3Y HA NPOTOYHOM LIMTOMETPE.
C6op aaHHbIX 06paszua

Mepepn Hauanom paboTbi:

1. YaocToBepbTeCh, UTO CPOK FOAHOCTH KOHTPOJIBHBIX 3HAYEHWIA KOHTPOAA KAYeCTBA OnpejeseHus
xapaktepuctik (CQQC) 1 NM3MpoBaHKUA 6e3 OTMbIBKU HE UCTEK.
2. [ob6aBbTe NAPTHK rPAHy U peareHTa B 6UBAMOTEKY, ECIM 3TO HEOBX0AUMO.,

HMHpopMaLMio cM. B MHEMPYKUUAX NO aKCnayamayuu knuHuyeckol cucmembt BD FACSLyric™.
3. BbINoaHuTe exefHeBHbIH KOHTponb KavecTsa paboTsl (PQC) ¢ Mcnonb3oBaHWeM BD® CS&T Beads.

UHbopmaumio cu. 8 UMM BD® CS&T Beads MHcmpykyusx no skcnayamayuu KauHuveckoll cucmemsl
BD FACSLyric™.

I'Iopﬂ,u,ou BbINOJIHEHWA AHAH3A!.

1. Co3paiite pabouyto npoueaypy.

« Cozpaite 3agavy Trucount Control.

2. Beepute uHdpopmaumio B Tabnuuy paboyei npoueaypbi.

o Beepure ugeHTUdHUKATOP NapTHK Ans npobupok BD Trucount™ Tube 1 KONWYECTBO rpaHys, yKa3aHHoe
HO 3TMKETKE NAKeTq, B cooTBeTCTBYoWMe cTonbubl (Trucount Lot ID (MaeHTMOUKALMOHHDIM HOMep
naptuu Trucount) u Beads Per Pellet (TpaHy/n Ha ocafok) COOTBETCTBEHHO).

BbINnonHWTE 304044 KOHTpONA B pabodeit npoueaype.

HenocpegcreeHHo nepes c60poM AaHHbIX TWATEbHO NepeMeLlaiTe KWKAYIo NPOBUPKY HA «BOPTEKCE»

MPH HU3KOM CKOPOCTH".

£

MPUMEYAHME MNpu ucnonbzoeaxun BD FACS™ Universal Loader BCTpAXHWTE NPOBHMPKK HA «BOPTEKCE»
HEernocpeacTBEHHO Nepes pasMeLleHHeM B LUTATMBAX 3arpy34mKa.

5. TMocne c6opa AGHHbBIX KOHTPOMbHBLIX 06pa3LoB WenkHuTe Stop Tube (OcTaHoBMTL NPOBUPKY).
6. lNpoBepbTe Nna6opaTOPHbIM OTYET ANS KOHTPO/IbHBIX 06pA3LOB.

7. PE3YJIbTATHI
PenpeseHTaTHBHbIE AAHHbIE

Na6oparopHbiii oTYET Ans KOHTposbHLIX 06pasuoe BD Trucount™ Controls npuBegeH Ha puc. 1.




Puc. 1. Nla6opatopHsiit otdeT gna BD Trucount™ Controls

% BD Trucount Controls: Lab Report

Sample ID: 313
Sample Name:
Case Number:

Acquired Using: Worklist_003 Approved: 10/23/2019 2:50:30 PM P Entry Status: Appraved
Cytometer: BD FACSLyric Cytometer SN: Z654587P021
Sample Preparer: Sample Preparer SN: Software: BD FACSuite Clinical v1.4
Operator: Admin User Director: Institution: None

Address:

Department: None

Tube Name: Trucount Control Low

Events Acquired 4.298 Acquisition Date 1042372019
Reagent Lot ID Trucount Control beads Low Lot 1D: 91954 Acquisition Time 1:.0&:08 PM
Trucount Lot 1D 18177 Beads Per Pellat 48150
M e _ﬁl_[ Evgrfrs‘_ ™M Beads
250+ : o"{-
i & 107§ Trucount Beads
| § Beads
) 3 i
o il
< 1509 < }
[=] 4 .
& ; &
1
| 1 “ Trucount Control Beads
s n,|
L NS ——. i
[ O [ O ¢e w0 et o
S APC-A g FITC-A
Results Summary
Label Results
Total Bead Euvents 4,000
Trucownt Bead Events 3829
Trucaunt Contral Low Bead Events 189
Trucount Contral Low Beads Abs Cnt (beads/ul) 43
For In Vitro Diagnustic Use. Trucount Contrals v1.1 Printed: 10/29/2019 3:23:47 PM
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Sample ID: 313

Sample Name:

Case Number:

Acquired Using: Worklist_003
Assay: Trucount Controls

Tube Name: Trucount Control Medium

Evenls Acquired 4,274 Acquisition Date 1072372019
Reagent Lot ID Trucaunt Contral beads Madium Lot ID: 91935 Acquisition Time 1:07:56 PM
Trucount Lot ID 18177 Beads Per Pellet 48150
ity _A_ﬂ Euents ™ ‘ Beads
250- |
§ w0
1 . u Biatie ! a Trucount Beads
200 1
. . 4 0"
< 150 ' < i
2 & g
100 B E
1 . ; [ Trucount Centrol Beads
oo o
U raripprrvermt i aerapp— . B i APM A
. e LA 4 [ TR T T T
APC-A i FITC-A
Results Summary
Label Results
Total Bead Events 4,000
Truceunt Baad Events 3,186
Truceunt Control Medium Bead Events 811
Trucount Contrel Madium Bead Abs Cnt {beads/plL) 245
For In Vitro Diagnostic Use. Trueount Contrals vi.1 Printed: 10/29/2019 323:47 PM
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Sample ID: 313

Sample Name:

Case Number:

Acquired Using: Worklist_003
Assay: Trucount Controls

Tube Name: Trucount Control High

Events Acquired 4127 Acquisition Date 10/23/2019
Reagent Lot ID Trucount Cantrol beads High Lat ID: 91986 Acguisition Time 1:05:16 PM
Trucount Lot ID 18177 Beads Per Pellet 48150
M Zih J_Al_l Events M Y Beads
250 | . . oii -
! § Beads | § Trucount Beads /
200 ¢ |
i ol
i . | 40
< 1505 “ . < |
g £ R fd
a . E &1
100+ {
| | H Trucount Control Beads
50 o]
i !
o O T e —
I @ o o o ] -0 0 10 et 10t
e APC-A aie FITC-A
Results Summary
Label Results
Total Bead Events ,000
Trucourit Bead Events 1,946
Trucaunt Control High Bead Events 2054
Trucount Contrel High Bead Abs Cnt (beads/ul) 1016
QC Messages

Shwing § of 0 QC Messages

For In Vitra Diagnostic Use, Truceunt Canfrals v1.1 Printed: 10/29/2019 3:23:47 PM
Page3of 3

Pacuet abcontoTHoOro cogepxaHunA

Mpunowenue BD FACSuite™ Clinical asToMaTHyecky paccunTbiBaeT abConioTHOE COAEPKAHKE NO CreayoLlen
dopmyne:

A =B/C x D/E, rpe:

A = abconoTHOE COAEPHaHHE KOHTPobHbIX rpaHyn Trucount ™ Control Beads

B = KOIMUeCTBO COBLITHI B 06/10CTH, COAEPHALLEH KOHTPONbHbIE rpaHynbl Trucount ™ Control Beads

C = KonuuecTBo cobbITUiA B 0611AaCTH, cogepwalled rpadyist Trucount ™ Beads




D = KONMYECTBO rPaHy” Ha TecT (AaHHOE 3HAYEHHEe YKA3AHO HA ITUKETKE YNAaKOBKK 13 GOk NPOBHPKK
BD Trucount™ Tubes W BapbHUpyeTCca OT NAPTUM K NAPTHK)

E = o6bem Tectupyemoro obpasua (50 mrn)

KonuuecTso cobbITHit B 061aCTH KOHTpOALHLIX rpaHyn Trucount™ Control Beads, KonuuecTso cobbITHiA B
o6nactu rpadyn Trucount™ Beads 1 abcontoTHoe cofepwanie KOHTPOMbHbIX FpaHyn Trucount™ Control
Beads nokazaHk! B CBOfKE pe3y/bTATOR 1a60pATOPHOro oTyeTa.

8. OrPAHHUYEHUA

o KoHTponbHble 06pa3ubl BD Trucount™ Controls He npeaHasHaveHs! AN UCNOJb3OBAHKSA B KaYeCTBe
KNI€TOYHOro TeEXHONOMMYECKOro KOHTpPOJIA.

9. PABOYUE XAPAKTEPUCTHUKH

MNpeumnsmoHHoCTb

Pa6oTa cucTemst npoTtouHoro yutometpa BD FACSLyric™ ¢ koHTponbHeIMU o6pazuamu BD Trucount™
Controls oLeHMBAIACH MO PE3YNbTATAM YEThIpeX NAPaTIeNbHbIX TECTOB, KOTOPbIE Bbink NPOBEAeHbI OAHWM U3
Tpex onepaTopoB HA OAHOM U3 UEThIpeX NpoTouHbIX UuToMeTpos BD FACSLyric™ B oTHOWeHMU ABaALATH
3K3eMnNAPOB 06pa3LO., NONYYEHHbIX OT OAHOIO U3 TPeX JOHOPOB, C UCTMONb30BAHWEM OfHOM U3 YeTbIpex
NapTHit KOHTPOMbHLIX 06pasyoe BD Trucount™ Controls (¢ HU3KOM, CpeAiHel UNK BbICOKOW KOHLLEHTPALIMEH).
CpefHee KONMYeCTBO rPaHyn ANs KAXA0M NApTHK CPABHUBAETCA C OMMAGEMbIM KONIMUYECTBOM,
HANEYATAHHbIM HA STUKETKE YNAKOBKM, A1 ONpefeneHnsa TOYHOCTH, M CpeHEeKBAAPATUYECKOE OTKIIOHEHHE
(SD) A KA 0N KOHUEHTPALMK OLEHUBAETCS ANs onpejeneHus npeLm3MoHHocTH. CpeiHee KoNMYeCTBo,
cpeqHee cMelleHne (%) 1 SD AN KWKA0H NapTUKM KOHTPOMLHBIX TPaHyY NpUBeeHbl B cleaytolei Tabnuue.

Tabn. 3. ABCONIOTHOE COZEPIKAHWE KOHTPOMNBHBIX TPAHYI NO CPABHEHMIO C OXMAAEMbIM

KonuenTpaums Ne naptuu N, CpepHee Konu4ecTeo CpegHee SD
3K3eMMAAPOB (rpanyn/mkn) cmeleHue (%)

Huakan 1 20 50,5 3,06 78
2 20 52,05 4,10 8,1
3 20 54,4 6,67 8.2
4 20 51,7 7,71 T2

CpepHnn 1 20 260,3 581 21,4
2 20 259,95 1,54 22,2
3 20 259,4 1,73 22,2
4 20 256,55 4,71 21,3

Bbicokas 1 20 1002,25 217 63,8
2 20 1054,1 2,44 66,9
3 20 1050,9 2,53 66,6
4 20 1029,79 4,87 63,9




10. MOWUCK U YCTPAHEHWUE HEUCMPABHOCTEM

Mpo6nema BO3MOXHAA NPHYHHA Pewenne
HenpasunbsHoe aGconotHoe Mcnons3osaHsb! rpaHyibl M3 pazHblx | MpoBepbTe HOMEP NapTHK U
coAepXaH1e napTuii BD Trucount™ Tubes. KonwyecTso rpadyn ans BD Trucount™

Tubes. lNoBTOpHTE OKpALUMBAHWE B
HOBOM NPoBUpKe.

KOHLI,EHTPC[]J,IAH KNIETOK OTKNOHAETCA BeinoaHuTe OKPALWKMBAHWE CBEXEro

OT HOPMOBHBIX 3HAYEHHH. obpasua.

0cafoK rpaHyn HAOXOAMANCA He Noj, BbINOMHWUTE OKPALUMBAHWE CBEKETO

METAINMYECKOW CETHOMW HA gHe o6pasua nocne Toro, Kax ybeauTecs,

NPOBUPKM. YTO HETPOHYTBIA OCAAOK rPaHyI
HAXOAMTCA NOA METATUYECKOM
CETKOM.

Mano unu HeT KneTok Metannnueckas ceTka bnokupyer YCTpaHWTE HEWCNPABHOCTb

NpoBUpKy Ans AdcnMpauuun npu LMTOMETPA,

ucnonsb3aosaxdun BD FACS™ Universal

Loader.

CMUCOK IUTEPATYPbI

1. CLSI. Collection of Diagnostic Venous Blood Specimens, 7th ed. CLSI standard GP41. Wayne, PA: Clinical
and Laboratory Standards Institute; 2017.

2. Protection of Laboratory Workers from Occupationally Acquired Infections; Approved Guideline—Fourth
Edition. Wayne, PA: Clinical and Laboratory Standards Institute; 2014. CLSI document M29-A4.

3. Centers for Disease Control and Prevention. 2007 Guideline for Isolation Precautions: Preventing
Transmission of Infectious Agents in Healthcare Settings.
https://www.cdc.gov/infectioncontrol/guidelines/isolation/index.html. Accessed March 12, 2018.

4. Jackson AL, Warner NL. Preparation, staining, and analysis by flow cytometry of peripheral blood
leukocytes. In: Rose NR, Friedman H, Fahey 1L, eds. Manual of Clinical Laboratory Immunology. 3rd ed.
Washington, DC: American Society for Microbiology; 1986:226-235.

NPUMEYAHUE

Tonbko ana EC: nonb3oBareny AomMKHbBI C006LATh 0 NH6BbLIX CEPbe3HbIX NPOUCLLIECTBUAX, CBA3AHHLIX
C AAHHBIM YCTPOMCTBOM, MPOW3BOAMTENH M B YNOMHOMOYEHHbIH FOCYAAPCTBEHHbIM OPraHx.

3a npeaenamu EC: o6partutecs K NpeacTasuTenio KomnaxduK BD B cBoeM pervoHe ¢ MHpopmalmei o niobbix
MPOMCLLIECTBUAX UITH BOMPOCAMM, CBA3AHHBIMM € 3TUM YCTPOMCTBOM.

CBopHble AQHHbIE MO 6E30NACHOCTH M paBOYMM XAPAKTEPUCTHKAM CM. Ha Beb-caiTe Eudamed:
https://ec.europa.eu/tools/eudamed.

FAPAHTUA

Ecnu He yKa3aHo MHaYe B N06bIX NPUMEHUMBIX 0BLMX YCNOBUAX NPOAMKK KOMINaHWM BD a1 KNKeHTOB 3a
npenenamu CLUA, npu npyobpeTeHmny aHHbIX U3LAEWH NPUMEHAIOTCA Cefyolue rapaHTUiHbIe
oba3aresnbCTRa.




N4 NPOAABAEMbIX COMJTACHO AAHHBIM YCNOBKWAM NMPOAYKTOB FAPAHTHUPYETCA TONbKO COBMOAEHME KONMUHECTBA U
COLEPYMMOrO, YKASAHHBIX HA 3TUKETKE MK MAPKMPOBKE NPOJYKTA HA MOMEHT JJOCTABKM 3AKA3HYMUKY. HACTOALLMM
KOMMAHWSA BD OTBEPIAET JIOBbIE APYTUE TAPAHTMM, ABHBIE WS MOJPA3YMEBAEMBIE, BK/THOYAA TAPAHTHM KOM MEPYECKOM
BbIFO/bl W MPUrOAHOCTH ANA KOHKPETHBIX LIENEM, A TAKME FAPAHTMM HEHAPYLLEHWA NATEHTOB. BCA OTBETCTBEHHOCTL
KOMIMAHWW BD OrPAHUYUBAETCSA JIMEO 3AMEHOM NPOAYKTOB, JIMEO0 BO3MELLEHWUEM MOKYMATE/O LIEHbI MOKYMKM.
KOMMAHMA BD HE HECET OTBETCTBEHHOCTM 3A MOBPEXEHHE MMYLLEECTBA MW JIIOBOI CONYTCTBYHOLLMIA Uk KOCBEHHbIMA
YILIEPE, BRJTHOYAA JIMYHBIE TPABMbI M 3KOHOMMWUECKME YBbITKH, BbI3BAHHBIE JJAHHBIM MPOAYKTOM.

TOBAPHbIE 3HAKHU

BD, norotun BD, FACS, FACSLyric, FACSuite, Trucount 1 Vacutainer aBASOTCA TOBAPHLIMUA 3HAKAMMW KOMIAHMWM
Becton, Dickinson and Company unu ee addunupoBaHHbix nuu. © BD, 2021. Bce npasa sawmuleHbl.

UCTOPUA

Pepakuma Darta BHeceHHbIe U3MEHEHUA

23-3537(08) 2021-08 OBHOBMEHO B COOTBETCTBHM € TpebosanusamK PernamenTa (EC) 2017/746
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C/TOBAPb CUMBOJIOB [LO06715(06) 2021-08]

HeroTopble NepedrucieHHble HUHE CUMBOLI MOTYT HE OTHOCHTLCA K 3TOMY MPOAYKTY.

Tonbko ans knuerTos w3 CLUA: cnosapb CUMBONOS CM. Ha CTpaxKLe bd.com/symbols-glossary

WaroTosutens

YnonHomoueHHbIH NpeacTasKTens B EspaneiickoM coobwecTse

YnonHomoueHHbIH NpeacTasKTens B LWseiyapHq

Jlata npox3soACcTEa

Mecnons3oears ao

Koa naptuu

KaranomHeiid Homep

CepuiHbIA HoMep

CrepunsHo

CTEpPUNHU30BAHO C NPUMEHEHUEM METOAOB acenTHYeCcKor 06paboTiu

CTepynM30BaHo C HCNANL30BAHWEM ITHNEHOKCHAQ

CTepunu30BaHO METOLOM 0BAYUSHUA

CTepunianBaHo NapaM WK CYXHM XKAPOM

He noaeeprars NOBTOPHOM CTEPUAKIAUMM

HecrepunsHo

He WenonsayiiTe, @CIH YNAKOBKA NOBPEMAEHA, U CM. URCMPYKYUL NO
NpUMEHEHLIO

CumBON  3Hayed

Homep naumenTa

310l CTOpOHOH BBEPX

He cknaasiears B wrabens

a
O EnuHaA 6apbepHan CHCTEMA ANA CTEPUAHIAUMH
tap Copepmarca nMbo NPUCYTCTBYIIT $TANATLI: KOMGUHAUUA

6uc(2-atunrexcun)¢ranara (DEHP) v 6enaunbytundranara (BBP)

PazpensHbii c6op
YHQ3ILIBOET HA HEOBXOAMMOCTL PO3AENEHOTD cEOPA OTXOACE JNEKTPHIYECHOTD
W BNEKTPOHHOrG 0BOpYATBAHHA.

M
Mm

Maprupoeka CE. 03HA4AET COOTBETCTBUE TEXHUYECHMM HOpMaM EC

Wanenue ana sHenabopaTopHOro TECTUPOBAHUA

W3nenue Ana CaMOTECTHPOBAHHA

Toneko ans CWA: «BHumarmWe! PerepanbHoe 3aKOHOAATENLCTRD
CLUA pa3pewaer npogamy 3Toro yCTpoicTea TONLKO
NMLEH3MPOBAHHbLIM NPAKTUKYIOLWM BPAYaM WK NO WX 3AKA3Ys.

CTpaHa 13roToBnEHUA
«CCr» HEOBXOAMMO JOMEHUTE HA KO CTPAHLI-NPOUIBOAWTENR H3 ABYX HAH
Tpex Byxa.

Bpems c6opa

b & e el

CTepunbHbIA MyTh NPOXOMACHHA WWAKOCTH Paapesars
CTepUALHBIA MYTh MPOXOMAEHHA HUAKOCTH (CTEPUAH3OBAHO OTKNEUTE 316CH
3TUNEHOKCHAOM)
=g CTepUALHBIA MyTh NPOXOMAEHHA HAAKOCTH (CTEPUIM30BAHO
= W3nydeHuem) Jara cGapa

Xpynkuid rpy3, 06pawatsCs € 0CTOPOKHOCTHI0

He ponyckate NonoAaHHs CONHEYHOro Ceeta
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1. INTENDED USE

BD Trucount™ Tubes are used for determining absolute counts of leucocytes in blood.

BD Trucount™ Tubes are intended for use with BD Multitest™ reagents on a BD flow cytometer equipped with
the following:

e Atleast a 488-nm blue laser and a 640-nm red laser

e The ability to detect forward scatter (FSC) and side scatter (SSC)
e At least 4-color fluorescence

= Software to acquire and analyze the data

BD Trucount™ Tubes are intended for use with BD Tritest™ reagents on a BD FACSLyric™ flow cytometer.

2. SUMMARY OF THE TEST

BD Trucount™ Tubes contain a known number of fluorescent beads, which is specified on the pouch label. This
bead count is used by the flow cytometer software to calculate absolute counts of cells.

BD Trucount™ Tubes are intended for use by laboratory professionals to determine absolute counts of
leucocytes in blood.

Clinical Applications

BD Trucount™ Tubes are used with BD Multitest™ and BD Tritest™ reagents. See the instructions for use (IFU)
for each reagent for the specific clinical applications.

Principle of Operation

Add the appropriate antibody reagent and anticoagulated whole blood directly to the BD Trucount™ Tube.
The lyophilized bead pellet in the tube is suspended in the sample, releasing a known number of fluorescent
beads. The software calculates the absolute number (cells/uL) of positive cells in the sample by comparing
cellular events to bead events.

3. COMPOSITION

BD Trucount™ Tubes contain a freeze-dried pellet of fluorescent polystyrene beads in a single-use tube. The
bead pellet is located at the bottom of the tube, below a metal retainer.

Precautions

s BD Trucount™ Tubes are designed for use with a specific lyse/no-wash procedure. Do not attempt to
threshold on forward scatter (FSC) for data collection.




= Calibrate pipets to deliver exactly 50 pL of sample or perform the reverse pipetting technique (see Reverse
Pipetting on page 3). See the pipet manufacturer’s instructions for more information.

e Bead count varies by lot of BD Trucount™ Tubes. It is critical to use the bead count shown on the current

lot of BD Trucount™ Tubes when entering this value in the software or when manually calculating absolute

counts. Do not mix multiple lots of BD Trucount™ Tubes in the same run.

Do not transfer beads to another tube.

Do not remove the metal retainer in the BD Trucount™ Tube.

It is the responsibility of the user to validate any other method or use.

Go to regdocs.bd.com/regdocs/sdsSearch to download the Safety Data Sheet.

Storage and Handling

e Store BD Trucount™ Tubes in their original foil pouch at 2-25 °C. To avoid potential condensation, open
the pouch only after it has reached room temperature and carefully reseal the pouch immediately after
removing a tube. Do not remove the desiccant pack from the pouch. Use tubes within 1 hour after removal
from the foil pouch.

e BD Trucount™ Tubes in an unopened pouch are stable until the expiration date shown on the packaging.
Do not use tubes after the expiration date.

e Tubes in an opened pouch are stable for 1 month after the date of opening, when stored as directed. Write
the date when you first open the pouch in the space provided on the label.

4. INSTRUMENT

The BD systems are outlined in the following table. See the corresponding reagent or instrument user
documentation for details.

Table 1 BD systems

Flow cytometer

Setup beads

Setup software

Analysis software

BD FACSLyric™

BD® CS&T Beads
BD® FC Beads 7-Color Kit

BD FACSuite™ Clinical
application

BD FACSuite™ Clinical
application

BD FACSCanto™ II

BD FACS™ 7-Color Setup
Beads

BD FACSCanto™ Clinical
Software v2.4 or later

BD FACSCanto™ Clinical
Software v2.4 or later

The BD FACS™ Universal Loader and BD FACS™ Loader can be used with this product.

The BD FACSDuet™ sample preparation system can be used with this product. See the BD FACSDuet™ Sample
Preparation System Instructions for Use for more information.

5. SPECIMEN COLLECTION AND PREPARATION

BD Trucount™ Tubes can be used with the specimen types specified in the reagent IFU. See the appropriate
reagent IFU for information about supported specimens, collection, storage, and preparation.

WARNING Al biological specimens and materials coming in contact with them are considered biohazards.
Handle as if capable of transmitting infection'” and dispose of with proper precautions in accordance with
federal, state, and local regulations. Never pipette by mouth. Wear suitable protective clothing, eyewear, and
gloves.

6. PROCEDURE
Reagents and Materials

Reagents and materials provided

BD Trucount™ Tubes come with two pouches of tubes. Each pouch contains 25 tubes, sufficient for 25 tests.




Reagents and materials required but not provided

e BD Multitest™ or BD Tritest™ reagent (see the reagent IFU for more information)
e BD FACS™ Lysing Solution (Catalog No. 345202)

The lysing solution is provided as a 10X concentrate and it contains diethylene glycol and formaldehyde.
See the BD FACS™ Lysing Solution instructions for use (IFU) for precautions and warnings.

¢ Vortex mixer
= Micropipettor with tips

Reverse Pipetting

Accurate pipetting is critical when using a BD Trucount™ Tube. Use the reverse pipetting technique to add the
sample to a BD Trucount™ Tube. For reverse pipetting, depress the button to the second stop. Release the
button to draw excess sample into the tip. Press the button to the first stop to expel a precise volume of
sample, leaving excess sample in the tip.

Staining the Cells

Stain specimens following specific instructions in the appropriate reagent IFU. Use care to protect the tubes
from direct light. Perform the procedure at room temperature (20-25 °C).

7. RESULTS

Representative Data
CD4 APC-A vs SSC-A dot plot showing the BD Trucount™ beads population (green).
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Calculating Absolute Counts

The software presents positive cells as a percentage of lymphocytes. The absolute number of positive cells in
the sample are to be determined by comparing cellular events to bead events. The application calculates
absolute counts using the following formula:

# events in cell population # beads/test
x = cell population absolute count

# events in absolute count bead region test volume

The # beads/test is found on the BD Trucount™ Tubes foil pouch label and varies from lot to lot.




8. LIMITATIONS

e BD Trucount™ Tubes have only been validated with BD Multitest™ and BD Tritest™ assays.
e BD Trucount™ Tubes can only be used with the lyse/no-wash procedure.

9. PERFORMANCE CHARACTERISTICS

The performance of BD Trucount™ Tubes was established for BD Multitest™ and BD Tritest™ reagents. See
the respective reagent IFU showing performance data for determining absolute counts using BD Trucount™

Tubes.
10. TROUBLESHOOTING

Problem

Possible Cause

Solution

Absolute count is incorrect

Bead count from a different lot of
BD Trucount™ Tubes was used.

Confirm the lot number and bead
count for the BD Trucount™ Tubes.
Repeat staining in a new tube.

Cell concentration is abnormal.

Stain a fresh specimen.

The bead pellet was not under the
metal retainer in the bottom of the
tube.

Stain a fresh specimen after
confirming that the bead pellet is
intact under the metal retainer.

Few or no cells

The metal retainer blocks the
aspiration tube when using the
BD FACS™ Universal Loader or BD
FACS™ Loader.

Troubleshaoot the cytometer.

REFERENCES

1. Protection of Laboratory Workers from Occupationally Acquired Infections; Approved Guideline—Fourth Edi-
tion. Wayne, PA: Clinical and Laboratory Standards Institute; 2014. CLSI document M29-A4.
2. Centers for Disease Control and Prevention. 2007 Guideline for Isolation Precautions: Preventing Trans-

mission of Infectious Agents in Healthcare Settings. https://www.cd-

c.govlinfectioncontrol/guidelines/isolation/index.html. Accessed March 12, 2019.

NOTICE

EU Only: Users shall report any serious incident related to the device to the Manufacturer and National

Competent Authority.

Outside EU: Contact your local BD representative for any incident or inquiry related to this device.

Refer to the Eudamed website: https://ec.europa.eu/tools/eudamed for Summary of Safety and Performance.

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 LIABLE FOR PROPERTY DAMAGE OR ANY INCIDENTAL OR CONSEQUENTIAL DAMAGES, INCLUDING PERSONAL
INJURY, OR ECONOMIC LOSS, CAUSED BY THE PRODUCT.

TRADEMARKS

BD, the BD Logo, BD FACSDuet, BD FACSLyric, BD FACSuite, BD Multitest, BD Tritest, BD Trucount, FACS and
FACSCanto are trademarks of Becton, Dickinson and Company or its affiliates. All other trademarks are the
property of their respective owners.

© 2022 BD. All rights reserved.

HISTORY
Revision Date Changes made
23-3483(14) 2021-08 Updated to meet requirements of Regulation (EU) 2017/746.
23-3483(15) 2022-06 Meadified Intended Use statement. Modified instrument data to include the
BD FACSDuet™ sample preparation system, BD FACSCanto™ II flow cytometer,
and BD FACS™ Loader.




SYMBOLS GLOSSARY [L006715(06) 2021-08]

Some symbols listed below may not apply to this product.
US Customers only: For symbol glossary, refer to bd.com/symbols-glossary

Meaning

Manufacturer

Authorized representative in the European Community

Meunmg

Patient number

Authorised representative in Switzerland

Date of manufacture

This way up

Use-by date

Do not stack

Batch code

Single sterile barrier system

Catalogue number

Contains or presence of phthalate: combination of bis(2-ethylhexyl)
phthalate (DEHP) and benzyl butyl phthalate (BBP)

Serial number

@) ) o e ]

Sterile

Collect separately
Indicates separate collection for waste of electrical and electronic equipment
required.

Sterilized using aseptic processing techniques

CE marking; Signifies European technical conformity

Sterilized using ethylene oxide

Sterilized using irradiation

Device for near-patient testing

Sterilized using steam or dry heat

Device for self-testing

Do not resterilize

This only applies to US: “Caution: Federal Law restricts this device to
sale by or on the order of a licensed practitioner.”

Non-sterile

Country of manufacture
"CC" shall be replaced by either the two letter or the three letter country
code.

Do not use if package is damaged and consult instructions for use

Q| &

Collection time

Sterile fluid path

i

Cut

Sterile fluid path (ethylene oxide)

Peel here

Sterile fluid path (irradiation)

Collection date

< 1l & @| | @1

Fragile, handle with care

2=

Keep away from light

L7

Keep away from sunlight

@

Hydrogen gas is generated

Keep dry

Lower limit of temperature

Perforation

Upper limit of temperature

Start panel sequence number

Temperature limit

End panel sequence number

Humidity limitation

Internal sequence number

Biological risks

Medical device

Do not re-use

Contains hazardous substances

Consult instructions for use or consult electronic instructions for use

Ukrainian conformity mark

Caution

®| @] €[] U e=s| ewo| —

Meets FCC requirements per 21 CFR Part 15

Contains or presence of natural rubber latex

&

UL product certification for US and Canada

In vitro diagnostic medical device

Unique device identifier

Negative control

Positive control

Contains sufficient for <n> tests

For IVD performance evaluation only

x| = <|[i] il B| 0| b>| 2| @[ & @ | | [+

Non-pyrogenic




CONTACT INFORMATION

Becton, Dickinson and Company
BD Biosciences

2350 Qume Drive

San Jose, California 95131 USA

Becton Dickinson Ireland Ltd.
Donore Road, Drogheda

Co. Louth, A92 YW26

Ireland

BD Switzerland Sarl
Terre Bonne Park — A4
Route de Crassier 17
1262 Eysins, Switzerland

BD Biosciences

European Customer Support
Tel +32.53.720.600
help.biosciences@bd.com

Australian and New Zealand Distributors:

Becton Dickinson Pty Ltd.
66 Waterloo Road
Macquarie Park NSW 2113
Australia

Becton Dickinson Limited
14B George Bourke Drive

Mt. Wellington Auckland 1060
New Zealand

Technical Service and Support: Contact
your local BD representative or
bdbiosciences.com.

ClinicalApplications@bd.com
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1. INTENDED USE

BD Trucount™ Controls are designed for use with BD Trucount™ Tubes and the BD FACSLyric™ flow cytometer
as a control for the absolute counting process. Specifically, a control bead value that is outside the expected
range could indicate an error in pipetting or a problem with the bead count value from the BD Trucount™
Tubes.

BD Trucount™ Controls can be used with the BD FACS™ Universal Loader.

2. SUMMARY OF THE TEST

BD Trucount™ Controls are fluorescent polystyrene beads supplied at three concentrations — low, medium, or
high. BD FACSuite™ Clinical application calculates the absolute counts of the BD Trucount™ Control beads to
confirm pipetting accuracy.

BD Trucount™ Controls are intended for use by laboratory professionals.

Principle of Operation

A control bead suspension is added to anticoagulated whole blood in a BD Trucount™ Tube. The lyophilized
bead pellet is suspended in the sample, releasing a known number of fluorescent BD Trucount™ beads, and
acquired on a BD FACSLyric™ flow cytometer. BD FACSuite™ Clinical application calculates the absolute
counts of the BD Trucount™ Control beads by comparing Trucount™ Control Bead events to Trucount™ Bead
events.

3. REAGENT

Reagent Composition

BD Trucount™ Controls contain beads with the following concentration ranges:

Table 1 BD Trucount™ Controls concentration ranges

BD Trucount™ Controls Concentration (beads/mL)
Low Control Beads (A) 472 x10°-5.25x 10
Medium Control Beads (B) 2351 x10°-2.635x 10°
High Control Beads (C) 9.403 x 10°-1.0539 x 10°




Precautions

e Calibrate pipets to deliver exactly 50 pL of sample or perform the reverse pipetting technique (see Reverse
Pipetting on page 3). See the pipet manufacturer’s instructions for more information.

= Bead count varies by lot of BD Trucount™ Tubes. It is critical to use the bead count shown on the current
lot of BD Trucount™ Tubes when entering this value in the software. Do not mix multiple lots of
BD Trucount™ Tubes in the same run.

= BD Trucount™ Controls are designed for use with a specific lyse/no-wash procedure. Do not attempt to
threshold on forward scatter (FSC) for data collection.
e Go to regdocs.bd.com/regdocs/sdsSearch to download the Safety Data Sheet.

Storage and Handling

Store at 2°C-8°C. Reagent in opened or unopened vials is stable until the expiration date shown on the vial
label. Do not use after this expiration date.

4. INSTRUMENT

The BD FACSLyric™ system is outlined in the following table. See the corresponding reagent or instrument
user documentation for details.

Table 2 BD FACSLyric™ system

Flow cytometer Setup beads Setup software Analysis software
BD FACSLyric™ BD® CS&T Beads BD FACSuite™ Clinical BD FACSuite™ Clinical
BD® FC Beads 7-Color Kit application application

The BD FACS™ Universal Loader can be used with this product.
5. SPECIMEN COLLECTION AND PREPARATION

e Collect blood specimens aseptically by venipuncture into a BD Vacutainer® EDTA blood collection tube, or
equivalent.’
¢ Store blood specimens at room temperature (20°C-25°C).

WARNING All biological specimens and materials coming in contact with them are considered bichazards.
Handle as if capable of transmitting infection” and dispose of with proper precautions in accordance with
federal, state, and local regulations. Never pipette by mouth. Wear suitable protective clothing, eyewear, and
gloves.

6. PROCEDURE
Reagents and Materials

Reagents and materials provided

BD Trucount™ Controls come with two vials of each of the following:

e BD Trucount™ Low Control Beads (A)

e BD Trucount™ Medium Control Beads (B)

e BD Trucount™ High Control Beads (C)

Each vial of BD Trucount™ Controls is provided in 1.5 mL of buffered saline with <0.1% sodium azide,
sufficient for 15 tests.

The lot-specific bead count value (beads/pL) and standard deviation (SD) for each concentration level is
found on a label on the inside of the box.




Reagents and materials required but not provided

e BD Trucount™ Tubes (Catalog No. 663028)

e BD FACS™ Lysing Solution (Catalog No. 349202)

The lysing solution is provided as a 10X concentrate and it contains diethylene glycol and formaldehyde.
See the BD FACS™ Lysing Solution instructions for use (IFU) for precautions and warnings.

Vortex mixer

Micropipettor with tips

Bulk dispenser or pipettor (450 pL) for dispensing 1X BD FACS™ Lysing Solution

(Optional) BD FACS™ Universal Loader

Diluting BD FACS™ Lysing Solution

Dilute the 10X concentrate 1:10 with room temperature (20°C-25°C) deionized water. The prepared solution
is stable for 1 month when stored in a glass or high density polyethylene (HDPE) container at room
temperature.

Reverse Pipetting

Accurate pipetting is critical when using a BD Trucount™ Tube. Use the reverse pipetting technique to add the
sample to a BD Trucount™ Tube. For reverse pipetting, depress the button to the second stop. Release the
button to draw excess sample into the tip. Press the button to the first stop to expel a precise volume of
sample, leaving excess sample in the tip.

Preparing the Controls

1. Remove three BD Trucount™ Tubes from the foil pouch. Label the tubes Low, Medium, and High.
NOTE Verify that the BD Trucount™ bead pellet is under the metal retainer at the bottom of the tube. If
this is not the case, discard the BD Trucount™ Tube and replace it with another. Do not transfer beads to
another tube.
NOTE Use care to protect the tubes from direct light. Perform the procedure at room temperature
(20°C-25°Q).

2. Gently vortex each control vial for 30 seconds and add 50 pL of the low control beads to the tube labeled

Low, 50 pL of the medium control beads to the tube labeled Medium, and 50 pL of the high control beads
to the tube labeled High.

NOTE Do not add antibody reagent.

3. Pipette 50 pl of well-mixed, anticoagulated whole blood from a hematologically normal donor onto the
side of the tube just above the retainer.

4. Add 450 pl of 1X BD FACS™ Lysing Solution to each tube.

5. Cap the tubes and vortex gently to mix.

The samples are now ready to be analyzed on the flow cytometer.
Acquiring the Sample

Before you begin:

1. Ensure that Characterization QC (CQC) and lyse/no wash reference settings have not expired.
2. Add bead and reagent lots to library, if needed.

See the BD FACSLyric™ Clinical System Instructions For Use for information.
3. Perform daily Performance QC (PQC) using BD® CS&T Beads.

See the BD® CS&T Beads IFU and the BD FACSLyric™ Clinical System Instructions For Use for information.

To run the assay:




1. Create a worklist.
e Create a Trucount Control task.

2. Enter information in the worklist table.

e Enter the lot ID for the BD Trucount™ Tube and the bead count, found on the pouch label, in the
appropriate column (Trucount Lot ID and Beads Per Pellet, respectively).

Run the control tasks on the worklist.

Vortex each tube thoroughly at low speed immediately before acquiring it.*

NOTE If you are using the BD FACS™ Universal Loader, vortex tubes immediately before placing them into
the Loader racks.

5. After acquiring the control samples, click Stop Tube.
6. Review the lab report for the controls.

7. RESULTS

& W

Representative Data

The lab report for BD Trucount™ Controls is shown in Figure 1.




Figure 1 BD Trucount™ Controls Lab Report

®BD Trucount Controls: Lab Report

Sample ID: 313

Sample Name:
Case Number:
Acquired Using: Worklist_003 Approved: 10/23/2019 2:50:30 PM P Entry Status: Approved
Cytometer: BD FACSLyric Cytometer SN: Z654587P021
Sample Preparer: Sample Preparer SN: Software: BD FACSuite Clinical v1.4
Qperator; Admin User Director: Institution: None
Department: None Address:
Tube Name: Trucount Control Low
Events Acquired 4258 Acquisiticn Date 10/23/2018
Reagent Lot ID Trucount Control beads Low Lot ID: 51994 Acquisition Time 1:06:08 PM
Trucount Lot ID 18177 Beads Per Pellet 48150
All Events M Beads
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Results Summary
Label Results
Total Bead Events 4000
Truceunt Bead Events 3829
Truceunt Cantrel Low Bead Events 169
Truceunt Contrel Low Beads Abs Cnt (beads/ul) 43
For In Vitro Diagnostic Use. Trucount Contrals v1.1 Printed: 10/29/2019 3:23:47 PM
Page 1af 3




Sample ID: 313

Sample Name:

Case Number:

Acquired Using: Worklist_003
Assay: Trucount Controls

Tube Name: Trucount Control Medium

Events Acquired 4,374 Acquisition Date 1072372019
Reagent Lot ID Trucount Control beads Mecdium Lot 1D: 97995 Acquisition Time T07:56 PM
Trucount Lot 1D 18177 Beads Per Pellet 48150
All Events ™M Beads
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Results Summary
Label Results
Total Bead Events 4,000
Trucount Bead Events ERED
Trucount Control Medium Bead Events a1
Trucount Control Medium Bead Abs Cnt (beads/ul) 245
For In Vitra Diagnostic Use. Trucount Cantrals ¥1.1 Printed: 10/20/2013 32347 PM
Page 20f 3




Sample ID: 313

Sample Name:

Case Number:

Acquired Using: Worklist_003
Assay: Trucaunt Controls

Tube Name: Trucount Control High

Events Acquired 4127 Acquisition Date 1072372018
Reagent Lot ID Trucount Conlrol beads High Lot ID: 91836 Acquisition Time 1:09:16 PM
Trucount Lot ID 18177 Beads Per Pellet 48150
) All Events M Beads
1000 3
250+ @ :
{ Beads ¢ § Trucount Beaas /
200 |
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50~ : o
i !
O e e e e b
S0 0 10 e [ AR S T .
APC-A b FITC-A
Results Summary
Label Results
Total Bead Events 4,000
Trucaunt Bead Events 1,848
Trucount Control High Bead Events 2,054
Trucaunt Contral High Bead Abs Cnt (beads/pl) 1016

QC Messages

Shaving £ of ¢ QC Messages

For In Vitro Diagnostic Use.
Page3of 3

Calculating Absolute Counts

BD FACSuite™ Clinical application automatically calculates absolute counts using the following equation:

A = B/C x D/E where:

Trucount Contrals v1.1

Printed: 10/29/2019 3:23:47 PM

A = absolute count of Trucount™ Control Beads

B = number of events in the Trucount™ Control Beads region

C = number of events in the Trucount™ Beads region

D = number of beads per test (found

E = test sample volume (50 pL)

on the BD Trucount™ Tubes foil pouch label — it varies from lot to lot)



The number of events in the Trucount™ Control Beads region, the number of events in the Trucount™ Beads
region, and the absolute count of the Trucount™ Control Beads are shown in the results summary on the lab
report.

8. LIMITATIONS

e BD Trucount™ Controls are not intended for use as a cellular process control.
9. PERFORMANCE CHARACTERISTICS

Precision

System performance of the BD FACSLyric™ flow cytometer with BD Trucount™ Controls were evaluated in 4
separate 20-replicate runs prepared from 1 of 3 donors, by 1 of 3 operators, using 1 of 4 lots of BD Trucount™
Controls (Low, Medium, or High), and acquired on 1 of 4 BD FACSLyric™ flow cytometers. The mean bead
count for each lot is compared to the expected count printed on the box label to determine accuracy, and the
standard deviation (SD) of each level is evaluated for precision. The mean, mean %bias, and SD results for
each lot of control beads are shown in the following table.

Table 3 Control bead absolute counts vs expected counts

Level Lot No. N, reps Mean (beads/ulL) Mean %Bias SD
Low 1 20 50.5 3 3.06 7.8
2 20 52.05 410 8.1
3 20 544 6.67 8.2
4 20 517 7.71 7.7
Medium 1 20 2603 5.81 214
2 20 259.95 1.54 222
3 20 2594 1.73 22.2
4 20 256.55 4,71 213
High 1 20 1002.25 217 63.8
2 20 10541 2.44 66.9
3 20 1050.9 2.53 66.6
4 20 1029.79 487 63.9

10. TROUBLESHOOTING

Problem Possible Cause Solution
Absolute count is incorrect Bead count from a different lot of Confirm the lot number and bead
BD Trucount™ Tubes was used. count for the BD Trucount™ Tubes.

Repeat staining in a new tube.

Cell concentration is abnormal. Stain a fresh specimen.




Problem Possible Cause Solution

The bead pellet was not under the Stain a fresh specimen after

metal retainer in the bottom of the confirming that the bead pellet is

tube. intact under the metal retainer.
Few or no cells The metal retainer blocks the Troubleshoot the cytometer.

aspiration tube when using the
BD FACS™ Universal Loader.
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NOTICE

EU Only: Users should report any serious incident related to the device to the Manufacturer and National
Competent Authority.

Outside EU: Contact your local BD representative for any incident or inquiry related to this device.
Refer to the Eudamed website: https://ec.europa.eu/tools/eudamed for Summary of Safety and Performance.

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 LIABLE FOR PROPERTY DAMAGE OR ANY INCIDENTAL OR CONSEQUENTIAL DAMAGES, INCLUDING PERSONAL
INJURY, OR ECONOMIC LOSS, CAUSED BY THE PRODUCT.

TRADEMARKS

BD, the BD Logo, FACS, FACSLyric, FACSuite, Trucount and Vacutainer are trademarks of Becton, Dickinson
and Company or its affiliates. @ 20217 BD. All rights reserved.

HISTORY
Revision Date Changes made
23-3537(08) 2021-08 Updated to meet requirements of Regulation (EU) 2017/746.




SYMBOLS GLOSSARY [L006715(06) 2021-08]

Some symbols listed below may not apply to this product.
US Customers only: For symbol glossary, refer to bd.com/symbols-glossary

o

Meaning

Manufacturer

Authorized representative in the European Community

Authorised representative in Switzerland

Date of manufacture

Use-by date

Batch code

Catalogue number

Serial number

[ @ @) @) wo| || §

Sterile

Sterilized using aseptic processing techniques

Sterilized using ethylene oxide

sTeRLE]

Sterilized using irradiation

Sterilized using steam or dry heat

Do not resterilize

Non-sterile

Do not use if package is damaged and consult instructions for use

Sterile fluid path

Sterile fluid path (ethylene oxide)

Sterile fluid path (irradiation)

~ & B & ®| | @

Fragile, handle with care

Keep away from sunlight

Patient number

This way up

Do not stack

Single sterile barrier system

Contains or presence of phthalate: combination of bis(2-ethylhexyl)
phthalate (DEHP) and benzyl butyl phthalate (BEP)

Collect separately
Indicates separate collection for waste of electrical and electronic equipment
required.

CE marking; Signifies European technical conformity

Device for near-patient testing

Device for self-testing

This only applies to US: “Caution: Federal Law restricts this device to
sale by or on the order of a licensed practitioner.”

Country of manufacture
“CC" shall be replaced by either the two letter or the three letter country
code.

Q| &

Collection time

i

Cut

Peel here

Collection date

Keep away from light

Hydrogen gas is generated

Keep dry

Lower limit of temperature

Upper limit of temperature

Temperature limit

Humidity limitation

Biological risks

Do not re-use

Consult instructions for use or consult electronic instructians for use

Caution

Contains or presence of natural rubber latex

In vitro diagnostic medical device

Negative control

Positive control

Cantains sufficient for <n> tests

For IVD performance evaluation only

x| = < | [ B| | | B| @| | ® | ~| =

Non-pyrogenic

10

Perforation

Start panel sequence number

End panel sequence number

Internal sequence number

Medical device

Contains hazardous substances

Ukrainian conformity mark

®|@| @\ 1| e=o| e —| @| @| B|

Meets FCC requirements per 21 CFR Part 15

®

UL product certification for US and Canada

g

Unique device identifier




CONTACT INFORMATION

=

Becton, Dickinson and Company
BD Biosciences

2350 Qume Drive

San Jose, California 95131 USA

Becton Dickinson Ireland Ltd.
Donore Road, Drogheda

Co. Louth, A92 YW26

Ireland

BD Switzerland Sarl
Terre Bonne Park — A4
Route de Crassier 17
1262 Eysins, Switzerland

BD Biosciences

European Customer Support
Tel +32.53.720.600
help.biosciences@bd.com

Australian and New Zealand Distributors:

Becton Dickinson Pty Ltd.
66 Waterloo Road
Macquarie Park NSW 2113
Australia

Becton Dickinson Limited
14B George Bourke Drive

Mt. Wellington Auckland 1060
New Zealand

Technical Service and Support: Contact
your local BD representative or
bdbiosciences.com.

ClinicalApplications@bd.com

i |

eifu.bd.com
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HepeBo;[ IEpBOro JIMcCTa C aHTJIMHCKOrO S3bIKa Ha pYCCKI/Iﬁ SA3BIK

«bekToH, luxkuncon ru1 Kommann
B/I Baiiocaiiencu3s»

2350 Kstom [lpaiis <Jlorotun BH (B D)>
Can-Xoce, Kamudoprus 95131
(Becton, Dickinson and Company
BD Biosciences

2350 Qume Drive

San Jose, CA 95131)

Ten.: 408.432.9475

axkc: 408.954.2347

www.bd.com

HacTosmmM CBHIETENBCTBYETCS, UYTO MPHJIATAeMBIA JOKYMEHT WHCTPYKIIMU IO NPUMEHCHHIO MEIUITUHCKOrO
n3aenus: MaTtepuassl pacxoaHele uisg nporounoil mromerpun (Expendable materials for flow cytometry) sisnsercs
BEpHOM U TOYHOW KOMHeW, HaxoAsdlehcss B pacrnopsikeHud kommnanuu «bekron, Jlukuncon sHj Kommanw,
B/l Baiiocaitencus», 2350 Koiom [paiis, Can-Xoce, Kamudopuus, 95131, CIIIA (Becton, Dickinson and Company,
BD Biosciences, 2350 Qume Drive, San Jose, California, 95131, USA).

<[loonucv> 08 cents6ps 2022 1.
Kpuctuna Pentepust (Cristina Renteria) [Hara
Crapuiuii CrieruaticT MeXIyHAPOIHOTO OTAeNIa PErHCTPAIINH

S, Kpuctuna Penrepus (Cristina Renteria), HacTosIMM MOATBEPXKIAl0, YTO IpujaraeMasl KOMHs JOKyMEHTa
WHCTPYKIMU 10 OPUMEHEHUI0 MEIMIMHCKOrO W3Jenus: MaTepuasbl PacXOJHbIE JUlsd NPOTOYHOW IHUTOMETPHUU
ABJIACTCS BEPHOM, TOYHOM W IOJIHOM KONMEN INOKYMEHTAa, HAXOMAALLErOCs B PACHOPSIKEHUMM KoMmnaHuu «bekToH,
Huxkuncon a1 Kommanu, BJ1 Baitocaiiencus» (Becton, Dickinson and Company, BD Biosciences).

<Iloonucev>

Kpuctuna Pentepus (Cristina Renteria)

«bekron, Jlukuncon 311 Kommanu, BJ1 batiocatieHcusy
2350 Kotom /[Ip., Can-Xoce, Kanmdopuus 95131
(Becton, Dickinson and Company, BD Biosciences
2350 Qume Dr., San Jose, CA 95131)

Horapuyc wim apyroe JODKHOCTHOE JIMLO, O(GOPMIISIOIIEE HACTOSILECe
CBHICTEJIBCTBO, YAOCTOBEPSET TONBKO JIMYHOCTH JIMIA, [OAIHCABIIETO
JOKYMEHT, K KOTOPOMY TIIPWIAraercs HACTOSIICE CBUACTEIBCTBO,
a HE OCTOBEPHOCTh, TOYHOCTh WJIH JICHCTBUTEIBHOCTS TAHHOTO JOKYMEHTA.

[rar KamudopHuus
Oxpyr CanTa-Knapa

[oamucano mox npucATON (MK OATBEPKICHO)
B MOeM IpucyTcTBHU cerofHs, 08 centsiops 2022 r.,
Kpuctunoii Pearepus (Cristina Renteria), moka3aBIiei

MHUHIEJIb I'. HUTUC
(MICHELLE G. NITIS)
Horapuyc — Kanudpopuus
Oxpyr Canra-Knapa MHE Ha OCHOBAHUH JOCTATOYHBIX CBUJICTECIBCTB,
JInnensus Ne 2271237 9TO OHA SIBJISIETCS JIUI[OM, SIBUBIIUMCS KO MHE.
Cpoxk noinHoMouunit ucrexaet 12 suBapsa 2023 .

<I'epGoBas neyarhb:
BOJIBIIA A IIEYATD IITATA KAJIUOOPHUA>

TToxmuce <[loonucv>

INoxnucs HOTapHyca

Pernctpamus MH B Pocsppasransope
www.nevacert.ru | info@nevacert.ru



[IepeBo BTOpOro JIMCTa C aHITIMHCKOTO A3bIKa HA PYCCKUM S3BIK

«bexToH, InknHcoH 3u1 KoMmnanu
B/I Baiiocaiiencus»

2350 Kstom [paiis

Can-Xoce, Kamudpopnus 95131, CILIA
(Becton, Dickinson and Company

BD Biosciences <Jlorotun B/ (BD)>

2350 Qume Drive

San Jose, CA 95131, USA)
Ten.: 877.232.8995

akc: 408.954.2347
www.hdbiosciences.com

NHCTPYKIUU 1O IPUMEHEHUIO MEJJUITMHCKOI'O U3JJEJIVA:
Martepuajbl pacxoaHble ISl IPOTOYHON IUTOMETPUM

HpeZIOCTaBJ'leHHaﬂ KOMNMSI SIBJISE€TCS TOYHOH U BepHOﬁ

«bexTon luxkuncon 3ua Komnanu, b/l baiiocaiiencu3s»
Crapmmii cienuanucT MeXIYHapOIHOTO OTAeNa PeruCTpalun
Kpucrtuna Penrepus

<[loonucev>

Jara: 8 cenmsaops 2022 e.




llepesod oannoz0 mexkcma 6ulNONHEH NEPEGOOYUKOM
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Poccuiickas ®exepanus

‘puem Kouncmanmunoguuem.
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I'opoa Mockaa.
JABajanars mecToro oKTAOPS ABe THICAYH ABAANATH BTOPOro roja.
S, TlpoxomenkoBa Enena EBrenbeBHa, HOTapHyc ropoma MOCKBEI, CBHIOETEILCTBYIO
IOJTMHHOCTE noanucu nepesonunka FOmuna FOpusa Koncrantunosuya.
[Toanucs clienana B MOeM IPHCYTCTBHH.
JIMYHOCTD IO/IITUCARIIErO JOKYMEHT YCTAHOBIIEHA.

. -~
3aperucTpupoBaHo B peecTpe: Ne 2 0222 5? - )%dz
o b0TG AciCras: 490 py6. 00 Ko

. TlpekomenkoBa




