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1b30Baresito nocTasnsieTcs TOMbKO
YCCKOSI3bIMHas Bepcus NHCTpyKUumn no
OVIMEHEHWIO.
BHVMAHWE!

Ha Tepputopun Poccuitickoin degepaynm cucrema
'/ BD FACSPresto He MOXeT ObITb UCMO/Ib30BaHa 414
onpefeneHns cogepxaHusa remornobmHa B
obpasuax KpoBM nauueHTa B KJINHUKO-
ONarHOCTUYECKNX Lensx.

1. HanmeHoBaHne MeguULMHCKOIo mn3aenvsa

Kaptpnag>x BD FACSPresto c peareHtamu gnsd
npamMoro nogcyera abCcoNOTHONO N OTHOCUTENLHOIO

Ko/inyecTtBa CO4-numcoumntos MeToA0M
pyOpecLEeHTHOM (OoTOMMKPOCKONUKM B 0Obpasuax
BEHO3HO N KanuansapHom uensHom KpoBM

yesioBeKa, B COCTaBe:

1. Kaptpugx BD FACSPresto - 100 wir.

2. OpHopasoBas nunetka BD o6bemom 100 MK/
- 100 .

3. WHcTpyKuma no npumMeHeHuo - 1.

2. HazHaueHwmne

MepgunumHckoe wusgenue An8 AWAarHOCTUKM in vitro
ans npsiMmoro nogcyeta
abCcoNTHOrO0 U OTHOCUTENbHOro Kosmnyectsa CD4-
nammgounTos MeToA0M dnyopecueHTHOM
bOTOMUKpPOCKONMM B  oO6pasuax BeHO3HO U
KanunnspHowm  LenbHO  KpoBM  4YefloBeKa  Ha
AHannsartope nopTaTuBHOM KNeTOUYHOM BD
FACSPresto; ucnonb3yeTtca ANA OLEHKU COCTOSAHUA
MMMYHHOA cuUCTeMbl Yy MauMeHTOB C WMelLWmmcs
UMMYHOZEe(UUNTOM WM C NOJO3PEHVEM Ha ero
pa3sutne, B TOM 4ucne npum 3abonesBaHuw,
BbI3BAHHOM BMPYCOM WMMYHoOAeduumnTa 4esioBeka
(BnY).

npegHasHa4yeHo

3. O6nactb NpUMeHeHUs

KnnHuko-nabopartopHasa gmnarHocTuka.
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Users receive only Instruction for use in Russian

ATTENTION!

The BD FACSPresto system cannot be used to
determine the hemoglobin content in a patient's
blood samples for clinical and diagnostic purpose in
the territory of the Russian Federation.

1. Medical device name

BD FACSPresto cartridge with reagents for direct
calculation of the absolute and relative number of
CD4 lymphocytes by fluorescence photomicroscopy
In samples of human venous and capillary whole
blood. BD FACSPresto cartridge comprised of:

1. BD FACSPresto cartridge - 100 pc.
2. Disposable Pipette BD with value 100 pi - 100

pc.
3. Instruction for use - 1 pc.

2. Intended use

The IVD medical device Is intended for
measurement of the absolute and relative number
of CD4 lymphocytes by
photomicroscopy in samples of human venous and
capillary whole blood on the portable cell analyzer
BD FACSPresto; it is used to evaluate the immune
system in patients with having or suspected of
having immunodeficiency, including human
immunodeficiency virus (HIV) disease.

fluorescence

3. Field of application

Clinical laboratory diagnostics.



M KnHunyeckoe npumMeHeHue. CBepgeHus
;6aHannTe M onpeaesiieMoM COCTOSAHUM

)contoTHoe copepxaHne CD4 U NpoOuUEHTHoe
cogepkaHne CD4 (%CD4) wncnonb3yTca AN
OLEHKM COCTOSIHUA MMMYHHOW CUCTEMbI Y NaumMeHToB
c VMMeLWnMcs um noaospeBaeMbIM
MMMyHoZedunumnTom, Hanpumep, CUHAPOMOM
npno6peTteHHoro nmmyHogegunuymnta (Cring). N

AHTUreH CD4 saBngeTtcsa peuenTopoM A9 Bupyca
nMMmyHogeduumnTta denoseka (BUY).”™ A6contoTHoe u
npoueHTHoe coaepxxaHue T-numcountos CD4 —
K/ieTo4YHble NapameTpbl, Hanbosiee TeCHO CBA3aHHble
Cc pasutnem BWY-3aboneBaHnsa ©n no3BonswWme
nporHo3nposaTb COCTOAHME nauuveHTta."

CopepxaHune T-numcouymtos CD4 npu  BUNU-
MH(EKLNN CHMKaeTCA.
5. Hdopmayusa o cneundmnyeckom

paccTpolicTBe, COCTOSIHUU WM daKTope
pucka, Oona o6Hapy>XeHus, onpegeneHuvsl
N1y andppepeHumpoBaHms KOTOpPOTro
npegHasHavyeHo MeauLMHCKOoe ulaenuve

CDh4 T-nnmdoynTbl npeacrasnaoT coboii
cybnonynsayuio NMMounToB, TakKXe Ha3blBaeMylto
T4 nnm XennepHble/MHAYKTOPHbIE T-
JIMMAOLINTBI2N NN, PeuenTtopHble MOIEKY/bI
cybnonynauun CD4 nomorawT cTabnnusnpoBaTtb
cBA3blBaHMe T-numgounToB € monekynon HLA I
KNEeToK, 7 nocne
CD4 T-numdoumnTbl

aHTUTeH-NPe3eHTUPYHILLNX
pacrno3HaBaHUA  aHTUreHa
OpraHM3yT WMMYHHbIA OTBET opraHusMa™. B
cneuynduueckne dyHkumn CD4  T-numdoumToB
BXOAAT KoopAuHauusa BblpaboTkm B-nnmdountamm
aHTUTEeN K pacno3HaBaeMblM aHTUreHam, BblpaboTka

LNTOKNHOB " VHAYKUWA LUTOTOKCNYECKUX
MMPOLMTOBNB®N'NT - AKTUBUpPOBaHHble CD4  T-
NMMAPOLUTBI —OCHOBHbIE UCTOYHUKN

VHTEepnenknHoB 2, 3 1 5 n nutepdepoHa y, Kotopble
UrparT BaXKHYH poJib B pasBuUTUN, NPOLO/HKEHUN Y
angdepeHLUMpoBKe K/1eTOYHOro VMMYHHOIO
orBeTa’™™. JT10 nenaet CD4 T-numounTbl
KPUTUYECKN  BaKHbIMW  3/IEMEHTAMU  UMMYHHOW
cuctema  opraHusmMa, a UX  OUCPYHKUMA 1
paspyLieHue CUNLHO CHWXawT CMoCco6HOCTb
opraHmsmMa pearnpoBaTb Ha pa3Hble MaroreHb ™M R\,
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4. Clinical Applications. Information of
analyte and the identified condition

CD4 counts and CD4 percentages (%CD4) have
been used to evaluate the immune status of patients
diagnosed with, or suspected of developing, immune
deficiencies such as acquired immune deficiency
syndrome (AIDS). NN

The CD4 antigen is the receptor for the human
immunodeficiency virus (HIV).™

The absolute number and percentage of CD4 T
lymphocytes are the cellular parameters most
closely associated with HIV disease progression and
patient prognosis.” The number of CD4 T-
lymphocytes declines in HIV Infection.

5. Information about the specific disorder,
condition, or risk factor for which the
medical intended to detect,
define, or differentiate

device is

CD4 T cells are a subpopulation of lymphocytes also
known as T4 or helper/inducerT lymphocytes.

The CD4 molecule helps to stabilize the binding of T
lymphocytes to the HLA Il molecule on the antigen-
presenting cells and, once the antigen has been
recognized, the CD4 T cells orchestrate the body's
immune response.™The specific functions of CD4 T
cells include the coordination of B lymphocyte
production of antibodies to the antigens recognized,
the production of cytokines and the Induction of
cytotoxic lynphocytes.®&®™M Activated CD4 T cells
are major sources of interleukins 2, 3 and 5 and
interferon-y, which are important in the growth,
function and differentiation of the cellular immune
response.”™® This makes CD4 T cells critical players
in the body's immune system, and their dysfunction
and destruction seriously impairs the body’'s ability
to respond to diverse pathogens.



icyet abCcotTHOro cogepxxaHus CD4-
|rmmdoumToB 11 NPOUEHTHOro  cogepxxaHua CD4
)CD4) wncnonb3ywTcAa A1 OUEHKW COCTOAHUA
IMYHHOI cUCTeMbl Y nMauveHTOB C UMEeKLWUMCa 1nn
rnogo3peBaemMbIv MMMYHOAEeULNTOM. Ansa
MPoLUEHTHOro cogepxaHna CD4 T-anmdoumtoB B
obLem numdgountoB  Habnwpaetca
MeHbLIasi BapumabenbHOCTb BO BCEX BO3pacTHbIX
rpynrlax’V\"V\

Konm4yecrtBee

Buvpyc vmmMyHoZeduuuta 4enoBeka creunduyeckm
B3aMMoAelCcTBYeT M CBA3bIBAETCA C peuentopamMmu Ha
CD4  T-rmmdpoupmax/MN/MNN* - leHTpasibHbIA  3N1€MeHT
natoreHesa B/Y — nporpeccupytoliee paspylieHve
CD4 T-numdoumToB, MNpAMOe WM  KOCBEHHOE,
KOTOpOoe MNpUBOAUT K CHWMXKEHU KonuyectBa CD4-
Hecywunx  T-numdounToB B nepugepunyeckom
KpoB™M\. MoTtepa CD4 T-nnMmdoumToB NpPUBOAUT K
HapyweHunto cneynmnyeckoro MMMyHHOro oTBeTa Ha
B/Y, BTOpMYHOro MMMYHHOIo OTBeTa, a Ha cTaguu
Chnja — K HapylweHuto Hecrneunguyeckoro
MMMYHHOro orBeta”™\.

uncna CD4 T-numdouyntos

yXyALWEeHUn COCTOSIHUA

CHmwKeHune obuiero
cBugeTenbcTByeT 06
VIMMYHHOW CUCTEMBI.

Aansa OLLEeHKU cTeneHun

nepmepmnyeckoin  Kposu

nauneHToB MNOACYUTLIBAIOT
nmmMmdounTos, uTo nossosisier OUEeHUTb
nporpeccnpoBaHne 3abonesaHusas u nogobpartb
npaBuNbHbLIE TepaneBTUYECKME peLleHuns, oueHmnBas
NMPUMEHNUMOCTb aHTupeTpoBupycHown Tepanun (APT)

UMMyHOZeduunTa, B
BNY-nHpnynpoBaHHbIX
Konndyectso CD4 T-

N aHTubakTepuasibHOWN nNpodnIakKTUKM, a TakKxe
BOCCTaHOBJIEHUSA UMMyHUTETA Yy naumeHTOoB,
nonyvatoLumnx

Cnepyet otmMeTuTb, 4Yto € 2017 r BO3 onpegensetr
ctagnio  «BUWY-mHbekumsa B nporpeccupytouien
crtagum» U  MOHUTOPUHI TedeHua UHeKunun Ha
OCHOBaHuN onpeaesieHNs BUPYCHOW Harpysku \®.
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CD4 counts and CD4 percentages (%CD4) have
been used to evaluate the immune status of patients
diagnosed with, or suspected of developing, immune
deficiencies. The CD4 T cell percentage of total
lymphocytes shows in all ages
group.

The human
targets and binds the receptors on CD4 T cells.
231,34 [, central feature In the pathogenesis of HIV
is the relentless destruction of CD4 T cells, either
directly or indirectly, resulting In the depletion of
CD4-bearing T lymphocytes In peripheral blood. ™M
This loss of CD4 T cells results in failure of an HIV-
specific immune response, recall antibody response,
and finally, In the
AIDS stage.

less variation

immunodeficiency virus specifically

non-specific Immune response

The amount of CD4 T cells are counted In peripheral
blood of HIV infected individuals to measure the
degree of immune deficiency in order to assess
disease progression, to guide therapeutic decisions
by assessing eligibility for antiretroviral treatment
(ART) and antimicrobial prophylaxis, and immune
restoration in patients receiving

In 2017, the WHO redefined terms now referred as
advanced HIV infection based on the use of viral
load,®



3ueHTHasd gonda CD4 T-numdoynToB OT 00LWEero
3n4yecTBa IMMPOLNTOB 1 abCoONIOTHOE KOIMYECTBO

¥  T-numcountos npeacrasBnaoT coboii
5hekTVBHbIE  MpPOrHocTUYeckne akTopbl AN
oueHkm pucka CliMda w cvmeptm 'y BUY-

MHMLMPOBAHHLIX MaUMEHTOB™Y, 1 ob6ecneunBaloT
HamGosiee TOUYHOEe MpsIMoe ornpejenieHne UMMYHHOrO
cTaTyca naumeHTa U pucka BO3HUKHOBEHUS Yy Hero

OMMOPTYHUCTUYECKNX VHIEKINN NN 1 CIINA-

MHAVWKATOPHbLIX OHKOMOMMYecKnx 3aboneBaHnn "

AGCONOTHOE U MNPOUEHTHoe cogepXxaHue T-
nmmgountos CD4 — K/eTOo4YHble MapameTpsbl,
Hanbonee TeCHO cBA3aHHble C pa3ButTMem BUY-
3aboneBaHUs U1 NO3BOMAKOWME NPOrHO3MpoBaTb

coCcTosHMe nayyeHTa.'™

Mopgcuyet CD4 T-nnMdounToB TakXe MpuUMeHaeTca B

Luenax, He cBA3aHHbIX ¢ BWY — Hanpumep, B
HabnwgeHnn 7 ONarHoCTnyecKoii oueHke
nepBUYHbIX K/1IeTOYHbIX MMMYyHOAEe(ULUNTOB,
BK/IHOUas TAXKenNbIin KOMOVHUPOBAaHHbI

UMMYHOA4EMUUNT N BOCCTAHOB/IEHUS WUMMyHUTETa

rnocsne TpaHcnaaHTauun KPOBETBOPHbLIX KMNETOK ™M,
6. TMpuUHUUNNBI MeTOAUKN N PaboTbl N3aenns

Kaptpngx BD FACSPresto”™ cofep>XUT BbICYyLUEHHbIE
peareHTbl Ha  OCHOBE  KOHBLIIMMPOBaAHHbLIX C
hb/lyOpOXpPOMOM  MOHOK/IOHa/IbHbIX aHTuTen. [pu
B3aMMOLENCTBMM C KPOBbID aHTUTena peareHToB
CBA3bIBAOTCA C MNOBEPXHOCTHbIMW  aHTUreHamu
nmmgoumtToB 1M MoHoumToB. [locne  nepuopa
MHKYyb6aunn KMeTKn aHanu3mpyrTcs npu  nNoMoLm

npuéopa BD FACSPresto. MporpammHoe
obecrneyeHne, BCTPOeHHOe B aHa/iusatop BD
FACSPresto, nageHTunumnpyet n3yyaemble
nonynauum " noAacyuTbiBaeT abconTHoe
cogep>xaHue CD4, npoueHTHoe copep>xaHune CD4-
nmvgounTos.

7. CocTaB peareHToB

KapTpug)X cofep>XUT BbICYLUEHHble peareHTbl Ha
ocHoBe aHTuUTen CD4 PE-Cy5/CD3 APC/CD45RA
APC/CD14 PE. BebicylleHHble peareHTbl Ha OCHOBe
aHTUTes1 coflepXKaT Tak)Xe WHePTHble WHIpeaneHThl,
Takne Kak 6bydgep, anbbyMuH OblUbel CbIBOPOTKMU
(BSA) n ProCln B kauyectBe KoHcepBaHTa. CD3 APC

* KapTpuax BD FACSPresto: nateHT CLUA Ne 8248597
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CD4 T cell percentages of lymphocytes and absolute
CD4 T cell counts provide the single effect
prognostic factors for estimating the risk of AIDS
and death in HIV Infected persons™

and provides the best direct measurement of a
patient's immune status and their risk for
opportunistic Infections"®&™ and AIDS-defining
neoplasms”™"

The absolute number and percentage of CD4 T
lymphocytes are the cellular parameters most
closely associated with HIV disease progression and
patient prognosis/

CD4 T cell counting is also useful for applications
unrelated to HIV, such as for follow-up and
diagnostic evaluation of primary cellular immune
deficiencies, including severe combined
immunodeficiency and immune reconstitution after
hematopoietic transplantation/™

6. Principles of the procedure

The BD FACSPresto -cartridge™ contains dried
fluorochrome-conjugated antibody reagents. When
blood reacts with the reagents, the antibodies in the
reagents bind to the surface antigens on the
lymphocytes and monocytes. After the incubation
period, the cells are analyzed on BD FACSPresto
instrument. The software, which is embedded into
BD FACSPresto instrument, identifies the cell
populations of interest and calculates CD4 absolute
counts, CD4 percentages of lymphocytes.

7. Reagent composition

The cartridge contains CD4 PE -Cy5/CD3 APC
/CD45RA APC/CD14 PE dried antibody reagents. The
dried antibody reagents include inert ingredients
such as buffer, bovine serum albumin (BSA), and
ProClin as a preservative. CD3 APC and CD45RA APC
enumerate total lymphocytes. Lymphocytes labeled



'CO45RA ARC cnyxaT pnsa nogcyeTta ooéuwero

wmyectBa NUMAPOUNTOB. JIMMAPOUUTLI, MeyeHble

PE-Cy5 — 3TO uckomble numdounTbl CDAN,

)14 PE cny>uT gna mnaeHtudukaymm MOHOLMTOB,
'KOTOpble UCKJII0YEHbl N3 aHa/In3a.

CD4“ 72 (55 kI npucyTcTByeT Ha
MOBEPXHOCTM cybnonynaumu T-numdgoumnToB
Xennepos/VHAYKTOPOBN'*'AM  CD3™NCD4' N, KOoTOpas
coctaBngaer ot 28 % po 58 nmmgoynTos
HOpPMa/lbHO Nepuepmnyeckon KpoBUu,” q HU3KOII

AHTUreH

MI0OTHOCTbIO MNPUCYTCTBYEeT Ha TMOBEPXHOCTUM U B
umtonnasme MoHoumtoB. AHTUTena CD4, KNoH
SK3“, nony4yakT nytem rmbpugmsaymm KNetok

MbILLUVMHOW MUWUENIOMbl C KNeTKamMn Cefie3eHKU MbILLUEN

BALB/c, MMMYHN3UNPOBaHHbIX T-numdouyntamm
nepudgepnyeckoin KpoBm 4yenoBeka. AHTuUTena CD4
COCTOAT U3 MbIWUHbIX TaXKenbix uener 1gGl un
Nerkux kKanna-uenei.

AHTutena CD3, «knoH SK7, nony4daloT nyrtem
rmébpmnansaymm KNetokK MbIWUHOW mumenombl NS-1 ¢
KneTKamu cefnieseHkKun MblLLEN BALB/c,
VUMMYHU3UPOBAaHHbLIX TUMouMTamm 4esioBeka. CD3
COCTOAT U3 MbIWNHbIX TXKenblx uene 1gGl un

Nerkux kanna-uenein.

AHTUreH CD45RA npucyTCcTByeT Ha MOBEPXHOCTU

npnénuantenbHo 50%  T-numdountos  CD4+,
npnénmanTensHo 75% T-numgountoB CD8+ u
npaKTU4yeckKmn Ha BCEX B-numdoyntax n

€CTeCTBEHHbIX K/eTKax-kuepax.™M Cybnonynauus
T-numdoyntoB Xennepos/NHAYKTOPOB
akcnpeccupyeT peHoTUn CD4+CD45RA+. N AHTUTEH
CD45RA aKcnpeccumpyeTcs HanBHbLIMU T-
nmmdountTamu. NMNOTHOCTbL aHTUTEHa CHUXKaeTcHa npu
aKkTuBaummn in v itr o . lpogeMoHCTpupoBaHa
cenekTuBHas notepsa cybnonynsumm CD4+CD45RA+
npu akKTMBHOM paccedaHHOM ckepose. MM

AHTnTena CD45RA, knoH HIICON®, nosy4alT nytem
rmépungmnsauymun MUesioMbl  C
KNeTKamun cesie3eHKW, U30/MPOBaHHbIMU Y MbILLEN,
uesnbHON  KpoOBU

K/1ETOK MbILLMHON

NMMMYHU3NPOBaHHbIX K/1eTKaMun
yesioBeka.

AHTUreH CD14 npucyTcTByeT Ha O0/blUNHCTBE
MOHOLIMTOB HOpMasbHOW nepudepnyeckoil KpoBu.

AHTUTena CD14 pacno3HatoT YesioBeHeCcKunii aHTUreH
MOHoOUUTOB/MaKpodaroB MoONEKyNnspHoin maccoi 55

K0a.22
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with CD4 PE-Cy5 are designated CD4+lymphocytes.
CD14 PE identifies monocytes, which are excluded
from the analysis.

The CD4 antigen“ T2 (55 |<Day™ is present on the
helper/inducer Tlymphocyte subset™*™M CD3+CD4+,
which consists of 28% to 58%"® of lymphocytes in
normal peripheral blood,~ jg present in low
density on the surface and in the cytoplasm of
monocytes. The CD4 antibody, clone SK3,”™ s
derived from the hybridization of mouse myeloma
cells with spleen cells from BALB/c mice immunized
with human peripheral blood T lymphocytes.

The CD4 antibody is composed of mouse IgGI heavy
chains and kappa light chains. The CD3 antibody,
clone SK7, is derived from the hybridization of NS-1
mouse myeloma cells with spleen cells from BALB/c
mice Immunized with human thymocytes. CD3 is
composed of mouse IgGl heavy chains and kappa
light chains.

The CD45RA antigen is present on approximately
50% of CD4+ T lymphocytes, approximately 75% of
CD8+ T Iymphocytes, and on essentially all B
lymphocytes and natural killer (NK) lymphocytes.
The helper/inducer Tlymphocyte subset expresses
the phenotype CD4+CD45RA+.i* The CD45RA
antigen is expressed on naive T lymphocytes.
Antigen density decreases upon in vitro activation.
A selective loss of the CD4+CD45RA+ subset during
active multiple sclerosis has been demonstrated.

The CD45RA antibody, clone HI100,”° is derived
from the hybridization of mouse myeloma cells with
spleen cells isolated from mice immunized with

human whole blood cells (WBCs).

The CD14 antigen
normal peripheral
antibody recognizes a
monocyte/macrophage antigen of 55-kDa.™ The
CD14 antibody, clone M<pP9, is derived from the
hybridization of Sp2/0 mouse myeloma cells with
spleen cells from BALB/c mice immunized with
peripheral blood monocytes from a patient with
rheumatoid arthritis. The CD14 antibody is
composed of mouse IgG2b heavy chains and kappa
light chains.

is present on the majority of
blood monocytes. ™ The CD14
human



~Tena CD14, McpP9, nony4yalT nyTem

J6puamsaumn KNeTtokK MbIWWHOW Muenombl Sp2/0 ¢

neTkamm cesie3eHKu MblLLEn BALB/c,
VIPMYHU3NPOBaHHbIX MOHOUUTaMW Nepudepruyeckom
>KhoBM naymeHTa € peBMaToOugHbIM
f AHTtena CD14 COCTOAT U3 MbIWNHbIX TAXesbIX
1l uenein 1ACrb 1 Nerkux Kanna-uenem.

K/10H

apTpuTOM,

I 8 Copgep>XnmMmoe ynakosku

B Kaxgoi Kopobke cogepxutcsa 100 kapTpugxen u
100 N3penne conpoBoOXaeTcH
VIHCTpYKUMEN MO MPUMEHEHUIO.

nnneTok.

9. XpaHeHune n obpawieHue

XpaHute KapTpumx:

B opuruvHanbHoOi ynakoBke wn3 donbru. He
UCNONb3yNTe  KapTpuox, ynakoBKa
BCKpbITa 601ee 30 MUHYT Ha3ag.

MNpn Temnepartype -1'4-+31 ®C.

Mpu BnaxkHoctn 10-95 % 6e3 KoHAeHcauuu.
Ao ncreyeHus cpoka rogHocCTw. He
UCNONb3ynTe KapTpuapK Mocne ucrteveHus
CpoKa rofiHOCTW, YKa3aHHOro Ha ynakoBKe.
VHKy6upyinTe KapTpumx npu +10-1-40 ®C.

ecnnm

10. KOHTpO/1b KayecTBa KapTpuaXka

ONa KOHTpPONs KauyecTBa KapTpuapka MCNosib3yoTcs
MMMO6UNM30BaHHble aHTUTena. Mpuéop npoBepsieT
Ha/MuMe peareHTa W [OCTATOYHOro Ko/sM4vecTBa
o6pasua B KoHTponb  KauyecTBa
KapTpug)ka ocyLLecTBAsieTCs aBToOMaTU4Yecku npu
Ka)kAOM MCMO/Ib30BaHUU KapTpuaKa.

KapTpuoxe.

11. O6pa3ubl NayneHToB

AHanu3 npoBOAUTCA TOMbKO C Nepudepunyveckor
Lle/IbHON KPOBbK — cOoBGpaHHol B npobupku ¢ 34TA
BEHO3HON UNu KanunnasapHom (B3ATo U3 nanbua).

O6pa3ubl  KanMISApPHOU™NY  nnun
MEepPEeHOCATCA HEMOCPeACTBEHHO B KapTpugX W
MHKYbupytoTca. Tlocne uHKyb6auun  pesynbTaTthbl
cunTbIBaKOTCA Npu nomowm npmnéopa BD FACSPresto.

BEHO3HO KpoBU

YKazaHuns no obpallieHunto ¢ obpasyammn:

He pasbaBnsaiite UesbHYHO
no6aBneHvemM B KapTpuokK.

. KpoBb nNepeg,
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8. Package contents

Each box contains 100 cartridges and 100 pipets
as well as one IFU.

9. Storage and Handling

10

Store the cartridge:

In Its original foil pouch. Do not use the
cartridge if the pouch has been opened for
more than 30 minutes.

At 4°C-31°C (39°F-88°F).

In 10%-95% non-condensing humidity.
Until the expiration date. Do not use the
cartridge after the expiration date on the
package.

Incubate the cartridge at 10°C-40°C.

10. Cartridge QC

Cartridge Quality Control (QC) uses Immobilized
antibodies. The instrument verifies that the reagent
is present and that there Is sufficient sample in the
cartridge.

Cartridge QC runs automatically at every cartridge
run.

11. Patient specimens

The assay is designed to be used only with
peripheral whole blood collected by venipuncture
into EDTA tubes or by finger stick.

Capillary23 or venous blood samples are transferred

directly into the cartridge and incubated. Samples
are run on the instrument after incubation.

Follow these guidelines for handling your samples:

Do not dilute whole blood before adding it to
the cartridge.



He 3amopakuBaliTe o6pasubl LeslbHOA KpPOBU
nepepn NoAroToBKoW obpasua.

XpaHuTe uesibHYy0 KpoBb B nNpobupkax ¢ 34TA
npu 20-25°C (68-77'*F) He 6osiee 24 yacoB
nepes Ao6aBfieHNEM KPOBU B KapTpuOX.
KapTpumxu A0/KHbI
HaxoAUTbLCHA Ha CBETY.

KaK MO>XHO MeHblle

He cHumaliTe 3aluUTy KaHana KapTpumka no
YCTaHOBKWN KapTpumka B npuéop.

MNMPEAYMPEXAOEHWME. He wucnonb3yiTte 3apaHee
cTabunnni3npoBaHHble W 3aroToB/IeHHble obpasubl.
O6pasubl LenbLHOM KpoBM,
oKpawmBaHuem, MOryT
sesynbTaTthl. Ob6pas3ubl
MMMYHOCYMNpPEeCCUBHbIE npenaparsl,
obecneumBaTb Hag/exallero paspelweHus. N>
aHanusunpyiTe remonnsmpoBaHHble obpasubl.

MPEAYTMPEXAOEHWE. copepxar
aHTMTeNna MbIWMHOINO N KPbICUHOTO MPOUCXOXAEHUA.

oXNaXAeHHble nepep,
AaBaTb
nauuMeHToB,

HeBepHble
MPUHUMAaKOLLLNX

MOTyT  He
He

PeareHThl

MPEAYTMPEXAOEHWE. éuonormnyeckue
obpasubl U MaTepuasbl, conpukKacalwmecs ¢ HAMA,
npeacTasnAalT MOTEHUMa/IbHYIO  GMONOTNYECKYH
onacHocTb. O6paujaiitecb ¢ MaTepuvasiamm Kak C
noTeHyManbHbIMU  UCTOYHUKAMU  UHPeKWM ™M B 1®
npu ytnausaymm cobnwoparite mepbl 6e3onacHOCTH,
COOTBETCTBYHOLME Ha
denepanbHOM, pernoHasibHOM W MEeCTHOM YpPOBHe.
Hukorga He HabupaiiTe XUAKOCTb B NUNETKY PTOM.
Cnepyet ncnosib3oBaTb
3alnTHYIO  ofexay,
nepyarku.

MPEAYMPEXAOEHWE. KapTpnakun npegHasHauyeHbl

ANns OfHOKpaTHOro  npuMeHeHus.  Mcnonb3yiiTe
HOBbI KapTpUAXK ONs Kakaoro oépasua.

Jobble

3aKOHawm, MPUHATbIM

COOTBETCTBYHOLLYIO

cpeAcTBa 3aWwuTbl rna3 u

12. PedpepeHTHble MHTepBasibl

PedhepeHTHble wuHTepBasbl ANs  KaptTpugka BD
FACSPresto, npusBefeHHble B Tabnuue 1, TUMWUYHbI
ons remMaTofIorm4yecku 3/10POBbIX
nauneHToB.

B3POC/bIX
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Do not refrigerate the whole blood specimen
before sample preparation.

Store whole blood collected in EDTA tubes at
20"C-25°C (68°F-77°F) up to 24 hours
before applying the blood to the cartridge.
Minimize exposure of the cartridges to light.
Do not remove the channel protector on the
cartridge until just before you Insert the
cartridge into the instrument.

WARNING Do not use previously fixed and stored
samples. Whole blood specimens refrigerated before
staining can give Incorrect results. Specimens from
patients taking immunosuppressive drugs can yield
poor resolution.24 Do not test hemolyzed
specimens.

WARNING The reagents contain antibodies of
mouse and rat origin.

WARNING All biological specimens and materials

coming in contact with them are considered
biohazards. Handle as if capable of transmitting
infection25,26 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.

WARNING Each cartridge Is for single use only. Use
one cartridge per specimen.

12, Reference intervals

The reference intervals for the BD FACSPresto
cartridge shown in Table 1 are representative for

hematologically normal adults.



Mua 1. TunuyHble pedepeHTHbIe UHTepBaslbI.

10. CpegHee <
MA- Mon N 3Hauve- PedepenTHeIA
MHTEpBan
Hune
. 462-1306
My»kcKkom 7 811 KINETOK/MKN
e 440-1602
XKeHckui 83 866
K/1I€TOK/MKJ1
My»KcKowm 77 41 29%-54%
%EDY7
XKeHckuii 83 44 32%-55%
Ona  oTpaxkeHus MnoTeHUManbHbIX  UCTOYHUKOB
Bapnauuy pesynbTtartoB, TakKuxX Kak nMos, paca,
BO3pacT nMayMeHToB W MeTOAUKU  MOArOTOBKM,
nabopatopusam 7] ApYyTrum rnosnb3oBarensm
pekomeHayeTcs ycTaHaB/MBaTb COBCTBEHHbIE
pedepeHTHblE VHTepBasbl ans nonynauuni
nauveHToB MNpuM  UCNOMIb30BaHUM cuctembl BD
FACSPresto.
13. O>knpgaemble pe3ynbTaTthl.
DPYyHKLINOHA/IbHbIE XapaKTepUCTUKN
cuctembl BD FACSPresto.
PYHKUMOHA/IbHbIE XapaKTepuctTuknm cuctemsl BD
FACSPresto  6bln YCTaHOB/IEHbI B Xoge
TecTMpoBaHuUA B Jfabopatopusix KomnaHum BD
Biosciences B ropoge CaH-Xoce (KanudopHus,

CLLUA) n ogHow KnnHmnyeckom nadéopatopuun B Kucymy
(KeHusa, Adpuka).

Table 1. Representative reference Intervals.

Reference

Subset Gender N Mean interval

Male 77 811 462-1,306 cells/pL
CD4”

Female 83 866 440-1,602 cells/pL

Male 77 41 29%-54%
oDA27

Female 83 44 32%-55%

We recommend that laboratories and other users
establish their own reference intervals for their
patient populations using the BD FACSPresto system
to reflect potential sources of variability, such as

patient gender, race, age, and preparation
techniques.
13. Expected results. Performance

characteristics of BD FACSPresto system

Performance of the BD FACSPresto cartridge (the
cartridge) was established by the testing at the BD
Biosciences laboratories in San Jose, CA, USA and at
one clinical laboratory in Klsumu, Kenya, Africa.

UHcTpymeHT BD FACSPresto n kaptpugyk BD FACSPresto coBMecTHO cocTaBnsT cuctemy BD FACSPresto.
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LIHKa TO4YHOCTU

JlcontoTHoe  copepxkaHme  CO4-NoNoXXKUTeNbHbIX
LWiBeToOK 7 npoueHTHoe coaepXkaHue CD4-
1 [O/IOKMTESbHBLIX KNEeTOK B nonynauuv nnMmgoumntos
SB LenbHoM KpoBU BNY-nHpmnympoBaHHbIX
1nauueHToB 6bIIN onpeaeneHbl Npy NOMOLLU CUCTEMbI
1 BD FACSPresto. Pe3ynbTaTtbl cpaBHUBa/IUCb C
pesynbTaramu, MoOJTyYEeHHbIMU npm MOMOLLIN
peareHTa BD Tritest CD3 FITC/CD4 PE/CD45 PerCP

B npob6upkax BD Trucount Tubes Ha npoToO4YHOM

untomeTpe BD FACSCalibur ¢ wncnonb3oBaHuem
3arpy3umka BD FACS Loader, nporpamMmHOro
obecrieyeHns BD Multiset.

O6pasubl  UenbLHoW KpoBUM 6biM  cobpaHbl B
KIMHNYECKNX nabopaTtopuax. PerpeccroHHas
cTaTuctuka, npuBeAeHHas B Tabnuuax 2 wun 3,
yKasblBaerT, uTo pe3ynbTaThl npakTuyecKkmn
9KBMBAEHTHbI.

Moapo6GHOCTN NpuBeAeHbI Ha pUcyHKax 1-4.

Tabnuua 2. CpaBHeHMe MeTOAOB A/ BEHO3HOWM
KpoBU
Mapa N R2 Koad- Csoboa- Ana-
-meTp hun- HbI nasoH
UMeHT uneH
CD4 189 0.9 0.97 7.37 55-2478
8 KNEeToK/M
KN
%CD4 188 0.9 1.03 0.13 5.06-
6 53.77%
Tabnnua 3. CpaBHeHMe MeTOoAO0B ANS KanunnsipHom
KpOBK
Mapa N R* Koadp- Csobog- Ona-
-meTp thun- HbIVi nasoH
UMeHT uneH
CD4 162 0.9 1.03 13.47 69-2474
7 KNeTok/M
KN
%CD4 161 0.9 1.02 -0.26 5.9-
6 56.2%
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Accuracy Evaluation

Absolute counts of CD4-positive cells, the
percentage of CD4 positive cells In the lymphocyte
population in whole blood from HIV-infected patients
were determined using the BD FACSPresto system.
Results were compared with results from the BD
Tritest CD3 FITC/CD4 PE/CD45 PerCP reagent, in BD
Trucount tubes, on the BD FACSCalibur flow
cytometer, with the BD FACS Loader, using BD
Multiset software.

Whole blood samples were collected at the clinical
laboratories. Regression statistics reported in Table
2 and Table 3 indicate the results are substantially
equivalent.

Details are shown in Figure 1 through Figure 4.

Table 2. Method comparison for venous blood

Para- N R2 Slope Inter- Range
meter cept
CDh4 189 0.9 0.97 7.37 55-2478
8 cells/pL
%CD4 188 0.9 1.03 0.13 5.06-
6 53.77%

Table 3. Method comparison for capillary blood

Para- N R* Slope Inter- Range
meter cept
CD4 162 0.9 1.03 13.47 69-2474
7 cells/pL
%CD4 161 0.9 1.02 -0.26 5.9-
6 56.2%



BD FACSCalibur %CD4 (%)

Pucyrok 2. Fpaguk pasbpoca aarnsix ¢ noabopom
femunrira (y = 1,03x + 0,13) ann 8€HO3HO# KPOBM
(%CD4)

/ Figure 2. Scatter plot with Deming fit (y = 1.03x +
0.13)
for venous blood (%Co-f)

Pucyrnox 4. Fpadux pas6poca Aannex ¢ nonbopom
Aemunra (y = 1,02x - 0,26) ana KannanspHoi Kpoen

Kanunnspwoil kposu (CD4) / Figure 3. Scatter piot with (%CD4) / Figure 4. Scatter plot with Deming fit (y =
weighted Deming fit (y = 1.03x + 13.47) for capillary 1.02x - 0.26) for capillary blood (%CD4)
blood (CD4) _ 1. __. _.

14
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hsieMocTb 1 BOCNPOM3BOANMOCTb

waTb pengnuMpoBaHHbIX KONUii ObiNn cOo3paHbl
JHW onepaTopoM B OAWH A€Hb C MCMO/Ib30BaHNEM
1//X KOHUEHTpaUUini KOHTPO/IbHbIX 06pa3L0B, OAHOM
[napn KapTpuaopKen n ogHoro npméopa. PesynbTarhl
npviBeaeHsbl B Tabnuue 4.

OueHka BOCMNPOM3BOONMOCTHU
nposogunacb B ogHOW na6éopatopuy kKomnaHunm BD
Biosciences Cc  u1CNOMb30BaHMEM  KOHTPOJIbHbIX
o6bpasuoB CD4. [se Konuu
KaXk[j0ro KOHTpoJsibHOoro o6pasuya CD4 (HopMa/ibHOro
M HN3KOr0) aHanmM3npoBasINCb NPU KaXKAoM 3anycke.
Kaxablhi AeHb NpoBoAMNMCE ABa 3anycka — BCero B
TedeHue 21 gHA. Tpu pasHbIX Npubéopa v TpU napTuuv

NMOBTOPAEMOCTU n

pennnunpoBaHHbIe

KapTpugkein aHannsnpoBasinCb TpeMs pasHbIMU
onepaTtopamn. Kaxpabii onepatop pa6otan B
TeyeHue cemn pgHeilr un3 21. KoahdunumeHTbl
Bapnaymum un ctaHgapTHble OTK/IOHEHUA TOYHOCTU B
npegenax 3anycka W ob6wei TO4YHOCTM  ANs
abCconTHONO U MPOUEHTHOro cogepXxaHua CD4
npueegeHobl B Tabnuuax 5-6 COOTBETCTBEHHO.
Tabnunua 4. ViccnepoBaHve NMoBTOPAEMOCTU
cpen- CrtaH-
Ypo- Hee Koacp AapT-
n- Hoe N
BeHb 3Haue-
HUe UNEeHT OTKJ10-
HeHvne™
;'”3"” 155.10  5.78 20
cba Bbicok
o . . 2
Wi 926.60 2.59 0
;'”3"” 12.77 0.73 20
b4 Bbicok
Wi 43.99 1.53 20

a. CtaHOapTHble OTK/IOHEeHWs NpuBeAeHbl A/ HU3KOro YPOBHS
%CD4 BMecTO KO3(h(hMLNEHTOB BapumaLmii.

Tabnnuya 5. TodyHOCTb abCOMIIOTHOrO cofepXaHuA
CD4 B npegenax 3arnycka u B npejenax ycTpoicTBa.

Huakuii HopmasibHbIi
KOHTPOJ1b KOHTPO/1b
(kKoathpmumeHT (koadhprumeHT
mapHauum) aapHaumm)

B npepenax

aanycHa 6.79 2.18

B npepenax

vcfpoftcraa 6.79 330
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Precision Evaluation

Twenty replicates were created by one operator in
one day, using two concentration levels of process
controls, one lot of cartridges, and one instrument.
Results are shown in Table 4.

Estimates of precision were determined at one site,
BD Biosciences, using CD4 cellular controls. Two
replicates of each CD4 control (normal and low)
were analyzed In each run, and two
performed per day for a total of 21 days. Three
different instruments and three cartridge lots with
three different operators were used, each for seven
of the 21 days. Coefficients of variation (CVs) and
standard deviations (SDs) are provided for CD4
absolute counts and CD4 percentages for within-run
precision in Table 5 and Table 6, respectively.

runs were

Table 4. Repeatability study

Level Mean CcVv SD* N

Low 155.10 5.78 20
CDh4

Normal 926.60 2.59 20

Low 12.77 0.73 20
o/0C4

Normal 43.99 1.53 20

a. Standard deviations (SDs) are reported instead of coefficients
of variation (CVs) for %CD4 low level.

Table 5. WithIn-run and within-device precision CD4
absolute counts

N | trol

Low control (CV) (é)\;;n a contro
Wfthin-run 6.79 2.18
Within-device 6.79 3.30

15



Avua 6. TOYHOCTb MPOLEHTHOrO COAEPXKAHUS
A B Mpegenax sanycka u B npegesnax ycTpoiicTea.

Hunskunii HopmasibHbI
KOHTpPO/1b KOHTPO/1b
(ctaHgapTHOe (koahpuymeHT
OTKJ/IOHEHME™) Bapvaymn)

M Bnpeaenax 0.75 1.58

1 B npegenax

1 VCTDOftCTN 0.75 174

a. CTaHgapTHOe OTK/IOHEeHUs NpuBeAeHbl ANS HU3KOro YPOBHS
%CD4 BMecTO KO3(h(p1LIMEHTOB BapuaLlnii.

JINHEeMnHoCTb
OueHka NINHENHOCTN nposoausacb nytem
TpexKpaTHbIX n3MepeHunii HECKOJIbKUX

KOHUeHTpaunin CD4+ KIeToK B PeructpmpyemMom
Avnana3oHe aHanm3a An1a abCcoNTHOro Konuvectsa
CD4 wn o6wero kKonu4yectea JNMGOLNTOB
npmnbope.

Ha

Pesynbtathbl JSINHENHBI AvnanasoHe CD4
(50-4000 kneTok/mMK/) U gnanasoHe abCoTHOro
cogepXxaHus Mg ounToB
(200-10 000 kneTok/mMKn)..

B

AHanuTnyeckas 4yBCTBUTE/IbHOCTb

Mpepen xonoctoir npobbl (MXM) ans onpegeneHus
abconTHOro  kKonuyectea CD4+  nmmdounToB
coctaBun 10 CD4+ numcoyntoB/MKA, a npegen
o6HapyxeHusa (NO0) — 22 CD4+ numdouynta/mMKn.
CnepoBaTtesibHO, aHanMTUnyeckas 4YyBCTBUTE/IbHOCTb
cuctembl BD FACSPresto moXxeT 6bITb onpegernieHa
Ha ypoBHe MO = 22 CD4+ kneTok/MK/.

Mpenen KO/INYECTBEHHOIO onpeaeneHus
abconoTHoro vmcna Co4-nnmdouymntos

Mpepen onpeaeneHund
uncna CO4-nnmpoynToB C MOMOLbLIO CUCTEMBI
FACSPresto paseH 35 CO4-nMM@(OLNTOB B MKII.

KOJINYECTBEHHOI O (MKO)

BD
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Table 6. Within-run and within-device precision CD4
percentages

Low control Normal control

(SD") (@Y%)
Within-run 0.75 1.58
Within-device 0.75 1.74

a. Standard deviations (SDs) are reported instead of coefficients
of variation (CVs) for %CD4 iow level.

Linearity

Linearity was assessed in triplicate measurements of
multiple concentrations of CD4+ cells across the
reportable range of the assay for CD4 absolute
counts, total lymphocytes, on the Instrument.

Results are linear In the CDh4 range
(50-4,000 cells/pL) and absolute lymphocyte range
(200-10,000 cells/pL).

Analytical Sensitivity

The limit of blank (LoB) for CD4 absolute count was
determined to be 10 CD4 cells/pL and the limit of
detection (LoD) was determined to be 22 CD4
cells/uL.

Therefore, analytical sensitivity of the BD
FACSPresto system can be defined by a LoD of 22
CD4+cells/uL.

CD4 Absolute Count Limit of Quantitation
Determination

The limit of quantitation (LoQ) of the CD4 assay for
the BD FACSPresto system is determined to be 35
CD4 cells per uL.



MHTepdepupyrouime ycaosus

36mmue 8 nepeyncneHbl BewecTsa, NPOBEpPEHHbIe

VHTEpdEpPEHLMIO C peareHTamMn B KapTpuaxe.

)BEpKa Ha WHTepdepeHuuto MNpoBOAUAOCH B
“\COOTBETCTBUA c BPrr® Mpwn yKa3aHHbIX
'KOHLUEHTpaUmsaxX NHTepgepeHuns He 0OHapyXXeHa.

Tabnnua 8. VHTepdepupyoLuime BellecTBa

14. Interfering Conditions

Table 8 lists the substances that were tested for
interference with the reagents in the cartridge.
Testing for interference was performed in
accordance with BP7"®

There was no detectable Interference at the
following concentrations.

Table 8. Interfering substances

1 AHanunt Analyte
AueTaMnHOdEH Acetaminophen
AnbbyMuUH Albumin
AmMoanaxuH Amodiaguine
AoTecyHat Artesunate

Ackop6uHoBas KucnoTa
CBsA3aHHbI 6UNNPY6UH
KpeatnHuH

Ascorbic acid
Conjugated bilirubin
Creatinine

2daBupeH3 Efavirenz
JTambyTton Ethambutol
Famma-rnobynuH Gamma Globulin
nokosa Glucose

remonuns Hemolysis
NoéypodeH Ibuprofen
>Keneso Iron

M3oHnasug, Isoniazid
Nnnemunsa NMHTpannuaHas) Lipemia (Intralipid)
MarHwnii Magnesium
MeTremo61061H Methemoglobin
HeBupanuvH Nevirapine
XNHUH Quinine
PudamnuuyH Rifampicin
CanmuyunoBas Kucrota Saiicviic Acid
TeHodoBMp Tenofovir
TeTpauukvH Tetracycline
Tpom6ouunThl Thrombocytes (Platelets)
MounsurHa Urea

MoueBasn kucnota Uric acid
NerikouunTbl White Blood Cells
3npgoByanH Zidovudine

MakcmnmasibHasA KOHLeHTpaums
/ Max concentration
20 mr/pn (mg/du

6 r/an (g/dL)

60 Hr/mn (ng/mL)

600 Hr/mn (ng/mL)

6 mr/gn (mg/dL)

5 mr/gn (mg/dL)

5 mr/gn (mg/dL)

16 mkr/mn (ug/mL)

12 mkr/mn (ug/mL)

40 mr/mn (mg/mL)
120 mr/pn (mg/dL)
20%

500 mkr/mn (uo/mL)
150 mkr/mn (uo/mL)
40 mkr/mn (ug/mL)
2400 mr/gn (mg/dL)
6.3 mkr/gn (ug/dL)
14%

7 mkr/mn (ug/mL)

48 mkr/mn (gg/mL)

64 mkr/mn (gg/mL)
200 mkr/mn (gg/mL)
1000 Hr/mn (ng/mL)
150 mkr/mn (gg/mL)
1.541 X 10®knetok/mn (cells/mL)
40 mr/pn (mg/dL)

9 mr/gn (mg/dL)

25 X 10" knetok/mkn (cells/ul)
1000 Hr/mn (ng/mL)

3aboneBaHna / Disease Condition
O6pa3oBaHne «MOHETHbIX CTON6MKOB» / Rouleaux Formation
Xonoposblii arrnmtoTuHUH / Cold Agglutinin
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CtabunbHOCTbL 06pa3L0B KpoBU

lepoBaHme cTabUILHOCTM  06pasLOB  KPOBWU
5BO0wiocb B K/AIMHM4YEecCKon nabopartopun B
UCYMA 0N OLLeHKWU:
ViameHeHwuiA, CBA3aHHbIX c XpaHeHnem
uenbLHOM KpoBW nMepen pApob6aBneHnem B
KapTpuoXK.

Vi3meHeHnn B TedeHMe BpeMeHU, npoLuesLero
mMexkay fAob6aBfieHNeM KpoBU B KapTpugk W
c60pOM AaHHbIX.

COBOKYMHOro ahhekTa aTuxX ABYX (PakTOpoOB.

O6pasubl LUenbHOM KpoBM TECTMPOBa/IUCL B TEYEHME
24 4yacoB nocne 3abopa; o6pasubl TECTUPOBA/IUCL B
TeyeHMe 2 4yacoB nocne pob6asfeHUs KpPoBM B
KapTpumk. Mepen gob6aBneHneM KpoBU B KapTpuaK
nnn cOopoM faHHbIX BCe ob6pa3subl XpaHWINUCb NpuU
KOMHaTHoW Temnepartype (+20 - +25°C, 68-77°F),
Ha ocHoBaHUU pe3ynbTaTtoB AaHHOro mMccriefoBaHUs
obpasybl UenbLHOM KpoBWM cnepgyet p[ob6aBnsatb B
KapTpnikm B TedeHue 24 yacoB nocne 3abopa wu
TecTnpoBaTb B TedeHMe 2 4yacoB nocrie gobasneHus
KPOBU B KapTpuoX.

16. CpoK rogHocTm

CpOK rogHOCTM MeAMLUHCKOro uU3gennst coctaBnsieT
23 mecsya B YC/IOBUSAX XpaHEHUs npu Temnepatype
oT +4°C po +31°C B gnanasoHe BnaxxHocTn oT 10%
[0 95%.

17. Mepbl
npeaynpexxageHus

npenocToOpPO>XHOCTH,

Mpn pabote ¢ MegUUUHCKUX Wn3genvem TpebyeTtcs
cobngate cnegyloue Mepbl NPefoCTOPOXHOCTU U
npegynpexaeHns:

Vicnonb3yiiTe KapTpUaK TOSIbKO ¢ Npnéopom BD
FACSPresto.

B KapTtpuoxe HeT
obcny>XuBaemblX nonb3oBaTenem.
Paboune xapaKTepuUCTUKN BHE [OCTOBEPHOro
[mnarna3oHa He yCTaHOBJIEHbI.
VIHTepdepupyowye BellecTBa MOryT MOHU3UTb
TOYHOCTb pe3y/ibTaToB.

Ana  nonyvyeHMa TOYHbLIX pPe3yNbTaTtoB
noaroToBKe obpa3uos KanunnsipHoii

KOMMOHEHTOB,

npw
n
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15. Blood samples stability

A stability study was conducted at the clinical
laboratory in Kisumu to assess the following:

Changes associated with the storage of whole
blood before addition Into the cartridge
Changes as a result of time between addition
of blood Into the cartridge and data
acquisition

The combined effect of both

Whole blood samples were tested up to 24 hours
post draw, and samples were tested up to 2 hours
post addition of blood Into the cartridge. All samples
were maintained at room temperature (20°C-25°C,
68°F-77°F) before addition of blood into the
cartridge or acquisition. Based on the results of this
study, cartridges should be prepared with whole
blood samples within 24 hours of draw, and then run
within 2 hours of adding blood Into the cartridge.

16. Shelf life

The FACSPresto cartridge Is assigned 23 months
shelf life at 4°C to 31 ®&C within the humidity range
of 10% to 95%.

17. Precautions, warnings

During working with the medical device, the
following precautions and warnings must be
observed:

e Use the cartridge only with the BD

FACSPresto instrument.

The cartridge has no user-serviceable parts.
Performance characteristics outside the
validated range have not been established.
Interfering substances in the sample may
result in an inaccurate result.

Follow the instructions in the IFU for BD
FACSPresto instrument on preparing capillary
and venous blood samples to ensure accurate
results.



BEHO3HO KpOBW CrefynTe WHCTPYKUMU MO
npumeHeHuto Ha npubop BD FACSPresto.

pabote c o6pa3yamn  KpoBM  MaymeHTa
nogante cnegyowe npegynpexaeHuns:

MPEAYMPEXAOEHUE. He Ncnonb3yinTe
3apaHee cTabnnmsanpoBaHHble "
3aroToB/IEHHble 06pa3ubl. O6pa3subl LEe/bHOM

KpOBU, OXNaXKAeHHble Nnepef OKpallvBaHWeM,
MOryT faBaTb HEBepHble pe3ynbTatbl. O6pasybl
naumeHToB, NPUHUMAOLLNX
VMMYHOCYMpPecCMBHbIe MpenapaTbl, MOryT He

obecneumBaTb Hag/exawero paspeleHus. NN
He aHanmsunpyiite remMonu3npoBaHHbIe
ob6pasupl.

MPEOYMPEXAOEHWNE. PeareHtol cogepXxart
aHTuTena MbILLMHOIO " KPbICUHOIo
MPOUNCXOXXAEHUSA.

MPEAYTMPEXAOEHWME. Jliobble 6uonornyeckue
obpasubl N MaTtepuasbl, conpukacarowmecsa c
HUMU, npeacTaBnsaoT NoTEeHUMalbHY0
6uonormyeckyto onacHoctb. O6pauwjantecb C
mMaTepuanamu NoTeHUMaNbHbIMU
NCTOYHMKAMN VHGEKLWM N ® 1 Npy yTUAn3aumm
cobnogainte Mepbl 6e30MnacHocCTH,
COOTBETCTBYIOLME 3aKOHaM, MPUHATBIM Ha
depgepasibHOM,  pPEernoHasibHOM U
ypoBHe. Hukorga He HabupaiiTe >XUAKOCTb B
nUMNeTky pTOM. Cnepyet
COOTBETCTBYHOLLYIO 3alUTHYHO
cpencTBa 3aluTbl rnas 1 nepyarku.

MNPEAYNPEXAOEHWE. KapTpuaxm
npegHasHayeHsbl ans OHOKpaTHOro
Micnonb3yinte HOBbLIN KapTpuax

KakK Cc

MECTHOM

NCMNOoJ/1b30BaTb
oaexay,

NMPUMEeHEHNA.

18. nﬁrloﬂl"'gf'%?o obpasua.

Mepen Hayanom paboTbl

BckpoiiTe ynakoBKY KapTpugxa. Hanuwwute
naoeHTUukaTop naymeHTa Ha KapTpugxe.
BxogHoe oOTBepcTME AOJ/HKHO pacnosararbecs
HaBepxy. KapTpuax Heob6xoanMo
ucnosnb3oBatb B TeyeHue 30 MUHYT nocne
BCKPbITUA YNaKOBKMW.
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During working with patient blood samples must be
observed the following limitations:

WARNING Do not use previously fixed and
stored samples. Whole blood specimens
refrigerated before staining can give incorrect
results. Specimens from patients taking
immunosuppressive drugs can yield poor
resolution.Do not test hemolyzed
specimens.

WARNING The reagents contain antibodies
of mouse and rat origin.

WARNING All biological specimens and
materials coming in contact with them are
considered biohazards. Handle as if capable
of transmitting infection2%6 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.

WARNING Each cartridge is for single use
only. Use one cartridge per specimen.

18. Procedure

Before you begin

Open the cartridge package. Write the patient
ID on the cartridge. Face the inlet port up.
You must use the cartridge within 30 minutes
of opening the package.



>ToBKa 06pa3ua KarnuinisapHOi KpPoBU

ans NnoAroToBKM K MNPOKOSTly Heob6XoAuMo
MOBbLICUTb KPOBOTOK B NMasibLax.

MonpocuTe nauneHTa onycTUTb PYKY BAOOJb
Ty/noBUWA, BCTPSAXHYTbU CKaTb Kynak. Ecnin y
nauMeHTa XoJioAHble PYKW, UCMOJb3YyiiTe
rpenky wnM noacTaBbTe PYKYy Mog Tensytko
BOAY.

CoxXXMUTe nanblpbl NayMeHTa y OCHOBaHUS.

BbibepuTte cpegHuin nnn 6e3bIiMAHHLIN naney,
n npotpurte KOHYMK nanbua
obeszapakmsarolmm cpeacteoM. MogoxkauTe,
noka cpeacTBO McnapuTcs.

NMpokonute naneuy,.

ans MpoToKo/sia nanbla Bbl  MOXeTe
ncrnosnb3oBaTb Jllo6oe 3aperncTtpupoBaHHoe
MeauUMHCKOoe u3genve, npegHasHadyeHHoe
ANns aToro, Hanpumep, naHueT. Bbi6pocbTe
Takoe u3genue rmnocse WUCNoNb30oBaHUe B
KOHTeliHep AN OCTpbIX  GMOSIOTNUYECKU
OMacHbIX OTXOO0B.

BbITpUTe MepBYIO Kanso KPoBW.

B nepBoii kKanse KpoOBU MOTyT cofep>aTbCs
TKaHeBble  >XWAKOCTU, KOTOpble MoryT
pasbaBuTbL obpasel,.

Mopgoxxgnte,
Kannsa KpoBWw.

noka ob6pasyeTtca 6Gosblwasn

HaHecuTe KpoBb Ha BXOAHOe OTBepcTue
KapTpumka.

Jepxnte KapTpuaX TOMIbKO 3a puUgIeHME.
CoxmMnTe ” ypaepxusalite nanel, 4YTO6bI
KPOBb TeK/a, MokKa He rnonageT Ha BXOAHOe

oTBepcTMe. KapTpugk Bcerga [Ao/MKeH
HaxoAuUTbCsl HA  POBHOW  MOBEPXHOCTU,
LUTPUX-KOZIOM BBEPX.
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To prepare a capillary blood sample:

1

Prepare for puncture by increasing biood
flow to the fingers.

Ask the patient to extend his or her arm
towards the floor and shake and squeeze his
or her hand. If the patient's hand is cold,
use a warming device or run the hand under
warm water.

Firmly squeeze the base of the patient's
fingers.

Select either the middle or ring finger and
clean the fingertip with an alcohol. Let the
alcohol dry.

Place the tip of the lancet on the circled area

of the finger, as shown in the following
figure. Push the lancet to puncture the
finger.

Wipe away the first drop of blood with the
sponge.

The initial drop might contain tissue fluids
that may dilute the sample.

Walt until a large drop of blood forms.

Apply the blood to the
cartridge.

Inlet port of the

Hold the cartridge by its ridges only.
Squeeze and hold the finger to maintain
blood flow until blood reaches the top of the
inlet port.



1 Y6eautecb, 4YTO KPOBb MOsiBU/IaCcb B 4acTu 8. Make sure the cartridge is level, with the

B KaHana, He 3aKpbITOW 3aWnTol KaHana. barcode side up, at all times. Make sure that
psS4ooM € 061acTbio yaep)KaHus. blood appears in the part of the channel not
LU covered by the channel protector, next to
the containment zone.
/
9. 3aKkpoiiTe MecTo MnpoKosna U NnepeBsHXuUTe
naney nayneHTabmHToOM, 4TO6blI OCTAHOBUTb

KpoBoTeyeHune.

10. TuwaTtenbHO 3aKpoiTe KPbIWKY KapTpuaxa.

11. 3awenkHute o06e 3aWesiku Mo 6okam 9. Apply the sponge and a bandage to the

KPbILIKN. patient's finger to stop excess bleeding.
10. Close the cartridge cap securely.

BHumaHue! Buonormnyeckuiin marepuarn! 11. Make sure both latches on the cap snap
npy HeobXoauMOCTW  BbITPUTE  N3BLITOK closed.
KPOBM 3a npefenavuvi 30Hbl yAepXaHus
CaiheTKONA,  CMoueHHoVi B OTGe/vBaTere. >V  Caution: Biological! If necessary, use a
passefeHHoM A0 0,5 %  KOHLEHTpaumm AnnnneloUindampened with bleach diluted to 0.5%

rvnoxsioputa Hatpusi. ByabTe OCTOPOXKHbI.
UTOGbI He 3arps3HUTbL BXOAHOE OTBEPCTME U
He BHECTM TIpPs3b Ha [HO KapTpumKa.
CmasblBaHue, 3arpsisHeHue wm
NoBpEeXAeHNe LUTPUX-Koga HeaoMmyCTUMO.
ECM Bbl YPOHUNMN KapTpUMK Ha TPsi3HYIo
MOBEPXHOCTb,  BbIOPOCLTE  KapTPUMK B

sodium hypochlorite concentration to clean
excess blood outside the containment zone.
Be careful to not contaminate the inlet port
or introduce any debris into the underside of
the cartridge. Do not smear, contaminate, or
damage the barcode. If you drop the

cartridge into a contaminated area, discard
the cartridge Into a biohazardous waste
container and start over with a new
cartridge.

12. Set the on-board timer.

KOHTEiHEp A/ 6MOMIOTUYECKN  OMACHbIX
OTXOA0B 1 BO3bMUTE HOBbIA KapTpUIDK.

12. YcTaHOBUTE  BCTPOEHHLIA  TaliMep  Ha 13. Make sure the fill Indicator Is full.

npmoéope. 14. Place the cartridge, barcode side up, on the
13. y6eauTtecb, UTO WUHANKATOP 3anosIHeHUs workstation.

MOJIOH.
14. MNMomecTuTe KapTpugX B padouyto CTaHUuIo

To analyze samples, follow the BD FACSPresto
Instrument Instructions for Use

LITPUX-KO40M BBeEpPX.

Ona aHanusa o6pas3yoB cregyiite VIHCTPyKUuunM no
akcnnyartauun aHanusatopa BD FACSPresto

21
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)TOoBKa ob6pa3sLia BEHO3HOI KpoBU

1

2.

MepeBepHuTe nNpobupky 10 pa3, 4YTOObI Kak
criegyeT rnepeMellatb COAEPXUMOE.

Habepute obpasel, B NUNeTKY.

Vicnonb3yinTe HOBYI NUMNETKY A8 KaX[oro
o6pasua.

OCTOpPOXHO COXMMUTE Tpylly NUNeTKu, 4YToObI
Ha KOHUMKEe MNUMETKM NOBUC/Aa Kamnssi KPpoBWU.

OCTOpOXXHO BBeguUTe o06pasely, BO BXOAHOE
oTBepcTue. LepxuTe KapTpuax TOMbKO 3a
pudneHve.

Ybegutecb, 4YTO KpPOBb Monasia Ha BXogHoe
oTBepctue. Ecnnm Heob6Xxoaumo, OCTOPOXKHO
COXMUTE Tpywy nuneTku, 4Tobbl OTMEpPUTb
eule HeMHOro KpoBu. KapTpugx Bcerga
[O/MHKEH HaxoAUTbCA Ha POBHOM MOBEPXHOCTH,
WTPUX-KOAOM BBeEpPX. Yb6eauTecb, UTO KpPOBb

nosAaBumnacb B 4YacTu KaHaa, He 3aKprTOVI

3almTon KaHana, pagom c  obnacTtbio
yOep>XaHusi.
BblbpocbTe nMuNeTKy B KOHTeliHep Aand

6uonornyeckm OnacHbIXOTXO040B.

TwartenbHO 3aKpoiiTe KpbIWKY KapTpuaxa.
3allenikHMTe o6e3allenikn no 60KaM KpbILWKA.

BHumaHue! Buonorundeckuini  matepuan!
Mpn Heo6XxoAUMOCTU BbITPUTE U3OLITOK KPOBU
3a npegenavun 30Hbl yAepXaHus casneTKon,
CMOYEHHOW B OTbenvBaresne, pasBeieHHOM [0
0,5 % KOHLUEeHTpaunn runoxsoputa Hatpua.
ByabTe OCTOpPOXKHbI, 4YTOObI He 3arpsA3HUTb
BXOAHOe OTBEpCTUE U He BHECTU MYyCOp Ha AHO
KapTpumka. CmasbiBaHuWe, 3arpsasHeHvie wm
noBpexxaeHne LTPUX-Koga Heponyctumo. Ecnm

Bbl  YPOHWIM KapTpUmMK  Ha  FPsA3HYHO
MOBEPXHOCTb, BblGpOCbTE  KapTpUmK B
KOHTEliHEp A1 6MOMIOMMUYECKM  OMacHbIX

0oTX0A0B " BO3bMUTE HOBbIIA KapTpnmK.
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To prepare a venipuncture sample:

1

A

Invert the tube 10 times to mix the contents
well.

Use the pipet to obtain the specimen.

Use one pipet per specimen.

Gently squeeze the bulb on the pipet to form
a drop of biood on the tip of the pipet.
Carefuily dispense the specimen into the inlet
port.

Hold the cartridge by its ridges only.

Make sure the blood reaches the top of the
Inlet port. If necessary, gently squeeze the
bulb on the pipet to dispense more blood.
Make sure the cartridge is level, with the
barcode side up, at all times. Make sure that
blood appears in the part of the channel not
covered by the channel protector, next to the
containment zone.

Discard the pipet into a biohazardous waste
container.

Close the cartridge cap securely. Make sure
both latches on the cap snap closed.

Caution: Biological! If necessary, use a
cloth dampened with bleach diluted to 0.5%
sodium hypochlorite concentration to clean
excess blood outside the containment zone.
Be careful to not contaminate the inlet port
or introduce any debris into the underside
of the cartridge. Do not smear,
contaminate, or damage the barcode. If you
drop the cartridge into a contaminated
area, discard the cartridge into a
biohazardous waste container and start
over with a new cartridge.



YcTaHoOBUTE BCTPOEHHbIN Taimep Ha npubope.

MogpobHee cm. pa3gen «HacTpolika BCTPOEHHOro
Tanmepa» (cTp. 28) B WVHCTpPYKUUM MO 3Kchayatauum
n3genmsa «AHamszaTop MOPTaTUBHbLIA KNETo4YHbIi  BD
FACSPresto gns noacveta CO4-nnMdOuUMTOB METOLOM
cniyopecueHTHOM  (pOTOMMKPOCKONMMM B ob6pasuax
uenbHoW KpoBu udenoBeka (BD FACSPresto’” Near-
Patient CD4 Counter), ¢ npvHagnexXHOCTAMN>

8. YbeauTtechb, 4TO NMHONKaTOpP 3ano/iIHeHNA MOJI0oH.

9. NomecTUTe KapTpuAK B pabouylo CcTaHuMio
LWITPUX-KOAOM BBEpX.

Onsa aHanusa o6pasuoB cnepgyivite WHCTpyKUumM no
akcnnyartauun aHanusatopa BD FACSPresto,

19. TexHMn4YeckKkoe onucaHme

Kaptpug>xk BD FACSPresto

Kaptpugpk BD FACSPresto — 3TO MOHOAO3HOE

ofHOpa3oBoe Wu3genve, KOTOpoe COAEPXUT Bce
peareHTbl, Heob6xogumble ANsl aHaIm3a Oof[Horo
obpasuya. Wcnonb3yiiTe HOBbI  KapTpumx A4ns

Kaxkgoro o6pasua.

7. Set the on-board timer.

See Setting the on-board timer (page 26) in the IFU for
"Portable cell analyzer BD FACSPresto for counting CD4
lymphocytes by fluorescence photomicroscopy in
samples of human whole blood (BD FACSPresto’” Near-
Patient CD4 Counter), with accessories".

8. Make sure the full Indicator is full.

9. Place the cartridge, barcode side up, on the
work.

To analyze samples, follow the BD FACSPresto
Instrument Instructions for Use

19. Technical description

BD Presto cartridge

The BD FACSPresto cartridge is a unit-dose
disposable device that contains all the reagents that
are needed to test one sample or specimen. Use one
cartridge per specimen.

PucyHok 5. KapTpugx BD FACSPresto / Figure 5. BD FACSPresto cartridge

Ne KomMnoHeHT OnucaHne
Kpbiwka (OTKpbITas) MNo3BonsieT o6aBUTbL KPOBb.
Kpblilka Sawuaet KpOBb
(3akpbITas) KapTpumke.
KaHan Mo3BonsieT yBNAETL KPOBb B
KapTpumke.
3awmra KaHaa Sawmaet KpOBb

KapTpumke OT CcBeTa.

23
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N  Component
Cap (open)
Cap (closed)

Description

Enables blood addition.
Protects  blood in the
cartridge.

Channel Shown blood in the cartridge.
Protects blood in the
cartridge from light.

Channel protector
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PucyHok 6. KapTtpumpk BD FACSPresto / Figure 6. BD FACSPresto cartridge

Ne KomMnoHeHT

1 KpbliLLka

> BxogHoe
oTBepcTme

3 KaHan

4 Pudonenve

JobasneHne
KpOBU

6 LLItpux-kop,

7 MHky6auus

8 Cpok rogHocTtu

YpaneHve 3almthl
KaHana

10  3oHa yoepxaHuvs

1 Homep naumeHTa

OnuncaHve

3akpbiBaeT BXO4HOEe
oTBEpCTVE W [encTByeT B
KayecTtBe MexaHu3Ma
yaepkaHust  6MosIormyeckm
onacHoro marepuasia.

Mecto BBOAa KpOBM W
KOHTPO/IbHOro  obpasua B
KapTpumK  Npyv  MOMOLUM
nuneTkn N npokona
nasibLa.

MNo3Bonser yBUAETL KPOBb
WM KOHTPO/IbHbIV 06paseL, B
KapTpumke, rnpexge 4em
3aKpbITb KPbILLKY.

MecTo, 3a KOTOpOEe HY>KHO
LepXaTb KapTPUoK.
O6o3HavaeT
nob6aBneHns
KapTpUmK.
CkaHuvpyeTcsa npubopom /15
naeHTnmnKaumn
KapTpumKei.

O603HayvaeT atan VHKyb6auum
0o6pasLa B KapTpumke.

aTan
KPOBU B

Jata, 0O KOTOpon KapTpumK
HeobXoAVMO UCMO/b30BaTh.
O603HavaeT artan yganeHuvsi
3amTbl KaHana nepeg
YCTaHOBKOM  KapTpumhka B
npunoop.
Ynep>xaHvne
KOHTPO/IbHOIO
BbITEKLLErO U3
oTBepCTUS.
MecTto ans 3anucu
vaeHTUrKaTopa naumeHTa
unn nHdopmMaumn o]
KOHTPO/IbHOM 06pa3sLe nepes,
BBeAeHVEM KpOBU wn
KOHTpPO/IbHOro  obpasua B
KapTpympk. He nmwmte Ha
OPYrnx 4actax KapTpumka.

KpOoBU wm
obpasua,
BXOAHOro
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10

11

Component

Cap

Inlet port

Channel

Ridges

Add blood

Barcode

Incubate

Expiration date

Remove channel
protector

Containment
zone

Patient number

Description

Covers the inlet port and acts
as a biohazard-containment
mechanism.

Receives blood or process
control Into the cartridge
using the pipet or finger stick
method

Allows you to view the blood
or process control in the
cartridge before closing the
cap.

Place to hold the cartridge.

Indicates the step to put
blood into the cartridge.

Scanned by the instrument
to identify each cartridge.

Indicates the step to
Incubate the sample in the
cartridge.

Date by which the cartridge
must be used.

Indicates the step to remove
the channel protector before
inserting the cartridge into
the instrument.

Catches blood or process
control that overflows from
the inlet port.

Indicates the space to write
the patient ID or process
control Information before
putting blood or process
control Into the cartridge. Do
not write on any other part of
the cartridge.



3awmiaert o6paseL B
. KapTpuapke OT cBeTa U rpsian
BO Bpems NHKy6aLmn.

3almta KaHana
3aumTy kaHana HeobxoaMmo

yOaITb nepes yCTaHOBKOM
KapTpuopka B Npnoop.

Homep naptnn Kaptpumpka. B

Homep naptum OOHOM MapTUM  HECKOJIbKO

KapTpUoKeN.

MHankartop obpasua B
iuarop anoniem FomNen . Gure
3arnosiHeHus

HanosHeH KpPOBbHO wm

KOHTPO/IbHLIM 06pPa3LoM.

OpgHopasoBas nuneTka

OpHopasoBasi nuneTka ucnonb3lyetcs Ans 3abopa
o6pasua KpoBU M3 MNPOGUPKM U BHECEHUS €ro B
KapTpuaK MeAULUHCKUM PaboOTHUKOM.

He wnMeeT KOHTaKTa C OpraHuM3amMom uefnioBeka. He
cTepunbHO. [AnsA Kaxgoro o6pasuya  Mcnosib3yeTcs
HoBasl NuUneTkKa.

20. JononHuUTeNnbHbIE cCBefgeHUA

MonynAunNoHHbIE 7 gemorpadunyeckume
acnekTbl NMPUMeEHEeHnSA
N3penune npuveHseTcsa KaK K BY-

VH(MULNPOBAHHbLIM MY>X4YMHAM W XEHLWMHaMm cTaplie
2 neT, Tak N K iMuam, y KOTOpbIX He Habnogaetcs
KaKnX-Mbo reMatosiormyeckmux OTK/IOHEHMWIA.

MoTeHUuManbHbLIE NMosib30oBaTeNun

MoTeHUManbHbIMKM NONb30BATENSMUA  MeANLUHCKOro
mnspnennsa in
paboTHUKN,

vitro MoryT 6bITb Bpayn, MeauuUHCKue
MegnuMHCKue nabopaHTbl, MeacecTpbl,
06yYeHHble paboTtaTtb aHanmnsartope BD
FACSPresto wu o6nagatowume Bcemn TpebyembiMu
3HaHuAMKM No cbopy 06pas3yoB KPOBU U ObOpalleHnto
MMerwmMMn cratyc 6MoIorMyecku

Ha

C BellecTBamu,
onacHbIX.

NMNokaszaHnAa K NpUMeHeHUro

MokasaHnem K NPUMEHEHUI0 MeAULVHCKOro U3aenms
CNY>XXUT HE06X0AUMOCTb ornpeaeneHnss abcosIloTHOro
N oTHOcUTeslbHOro Konnyectesa CD4-nMMOUUTOB Yy
naymeHTa.
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Protects the sample in the
cartridge from light and dirt
during incubation. The
channel protector must be
removed before inserting the
cartridge into the
instrument.

Identifies the cartridge's lot
number. There are multiple
cartridges per lot.

Channel
protector

13 Lot number

Indicates the sample in the
cartridge. The fill indicator
should be full of blood or
process control.

14 Fill indicator

1
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Disposable pipette

Disposable Pipette are used for collection samples
from tube by medical personal.

There is not contact with human body. Non-Sterile.
For each samples must be used a new pipette.

20. Additional information

Population and demographic aspects of the
use

Device applicable to HIV-infected male and female
subjects over 2 years and normal subjects free of
hematological abnormalities.

Potential users

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

medical

Indications for use

An indication for the use of a medical device is the
need to determinate of absolute count and
percentage of CD4 lymphocytes for a patient.



liTBONnNoKasaHuA K npuMeHeHNIo

YK1no>kHble No6o4YHble gencTteuaA

flfc BbISAB/MIEHDI.

neuymnanbHble Tpe6oBaHUA K NPUMEHEHUIo
/npy npoBefeHUN aHanMsa MeagUUUHCKNI paGoTHUK
f pomkeH HaxoAUTbLCA B MeAULMHCKUX MepyaTkax.
1 Knaccudgumkaumsa mMeguumHCKoOro nsgenms

Knaccndmkaumvs 1IVDD: «ObLee».

Knaccudmkaumsa no IVDR; knacc «C».

no

Bna KkoHTakTa Cc opraHn3mMom 4yesioBeka

BxogHoe oTBepcTme KapTpuaxa umeet
KpaTKOBPEMEHHbIi KOHTaKTe MOBPEeXAEHHOI KoXeli
nauyneHTa npu cb6ope o6pasLuoB KanuaasipHoO KpPOoBMU

(cm. pycyHOK 6 no3uvumsa 2 (BXogHoe OTBepcTue)).

VnanBnayanbHasa ynakoBkKa W3[ennsi MOXeT UMeTb
ornocpefoBaHHbIi KOHTAKT C MOBPEXAEHHOW KOXel
naumeHTa.

[pyrve yactn v gpyrve KOMMOHEHTbI MeAVLUHCKOTO

M3gesiMss  He VMEKT KOHTakta C OpraHu3MoM
yenoseka. MeanLMHCKKIA paBGoTHUK  A0/KEH
NCMO/b30BaTh MeauLMHCKue nepyarku npu

npoeegeHNn aHaimsa.

YcnoBusi TpaHCNOPTUPOBKNA

KapTpumk Bblaep>XnBaeT TPaHCMOPTUPOBKY Ao 5
OHel Npy HuXKecneaywLwmx yCnoBusix:

MNpn Temnepatype -20°C - +60°C.
Mpn BnaxxHoctn 10-95% 6e3 KoHAeHcauuu.
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Contraindications to use and possible side
effects

Not identified.

Special requirements of use

Medical personnel must use medical gloves during
the analysis.

Classification of the medical device

Classification under IVDD: "General".

Classification under IVDR: Class "C".

Type of contact with the human body

Potentially, the cartridge inlet port may has short-
term contact with damaged skin of the patient when
collecting capillary blood samples (see figure 6
position 2 (inlet port)).

Potentially, individual pouch of the device may has
indirect contact with damaged skin of the patient

Other parts and components of medical device do
not have a contact with human body. Medical
personnel must use medical gloves during analysis.

Transportation conditions

The cartridge withstands transport for 5 days under
the following conditions2:

e Temperature range: -20°C - +60°C
Humidity range: 10%-95% non-condensing

humidity
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COabl B KOHLE CpOKa rogHoCctun wmsaenna cnepyet

mpatb pasfgensHo B COOTBETCTBUU c
\TpeboBaHVAMU MECTHOro 3aKoOHopaTenbCTBa.
BbinonHsanTte yTunmsaymio c cobntogeHnem
OEeNCTBYOLWNX B CTPAHE HOPM.

Monb3oBatenb  MeAULMHCKOIO  U3denns  HeceT
OTBETCTBEHHOCTb 3a YTWIM3aUu BCeX OTX0AO0B
(matepunanos, npoo), HaKanJmBarwLnxcs B
pesynbTaTe N3MEepeHWii, B COOTBETCTBMM C
3aKoHogaTteslbHbIMM W MEeCTHbIMW HOopMaTtuBamu, a
TakXXe NPoTOKONaMU MEeLULMHCKOIO yUYpexXaeHus.

PekomeHpayeTcA yTnnn3mnpoBaTb nsgenve B
COOTBETCTBUU c Tpe6oBaHUAMU

CaHluH 2.1.3684-21.

Mo wncCTeYeHMIO cpoKa TOAHOCTU  HEeBCKpbITas
yrnakoBKa C KapTpUMKeEM W MUNETKN MOryT 6biTb
YTUN3NPOBaHbl Kak oTxoAbl Knacca b.

Kaptpugxmu, ocTaBLlMecs (Npo6blI
naymeHToB) 0TX0/Abl, xone
pasfinyHbIX 3TanoB 06paboTKkM o6pasua, a TakxKe Bce

o6pasubl

n nony4vyaemblie B

KOMMOHEeHTblI MeaAULMHCKOIro mnagenunsa, Bxogmeuine B

KOHTaKT Cc 6uosiormyeckumn obpasuamu, cnepyet
yTUAN3NpoBaTb,  UCMOJb3ySa  Ae3uMHduumpytloume
cpepcTBa B COOTBETCTBUMU HauNOHas/IbHbIMU
TpeboBaHMAMU K 6e3onacHoim pa6oTe c

MaToreHHbIMM MUKPOOPraHU3MamMu v BO30yAUTENSAMU
napasutapHbiXx 605ie3He, ©n TpeboBaHUSMM MO
obpalleHunio ¢ MegULMHCKUMKU OTXoh4amMun Knacca b.
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Utilization rules

Separate collection of waste at the end of life as
required by local Dispose of in
accordance with the applicable country regulation.

rules and laws.

User of medical device is liable for recycling of all
wastes (sample materials), accumulated in course
of measurements, in compliance with legislative and
local norms, as well as with protocols of the medical
institution.

It Is recommended to recycle the system in
compliance with Public health regulations SanPiN
2.1.3684-21.

At the end of the shelf life, not opened pouch of the
cartridge and pipettes can be disposed of as Class B
waste.

Cartridges, patient samples and wastes from the
various stages of sample handling, as well as all
components of a medical device that have come into
contact with biological samples, must be disposed of
using disinfectants in accordance with national
requirements for the safe handling of pathogens and
parasitic pathogens and class B medical
management.

waste



>KaHne MapKMNpoBKW. CumBObl,
AoNnb3yeHble B MapKnpoBke
~kmson /
Tfmbol OnvcaHvie
/I I I Koa naptuun
Mcnonbsosatb 4,0 ...
F* Homep nauuweHTa
Irefi Homep no katanory
Tonbko ana CLUA: «BHumaHune! ®depepasibHoe
3aKoHO[ATeNbCTBO paspeLuaeT npogaxky AaHHOro
RxOnIy Jat pasp poaaxy A

ycTpoiicTBa TONbKO NLEH3MPOBaHHbIM
NMPaKTUKYIOLLMM Bpayam WM Mo UX NMOpyYEHUo».

MeauvumnHcKoe n3aenue ans AMarHocTuKy in vitro

ToTl
CE

3HaK COOTBETCTBMSI OCHOBHbIM Tpe6GoBaHWSIM
OVPEeKTUB 1 cTaHAapToB EBponeiickoro cotosa.

O6patuTech K MHCTPYKLMK MO NPUMEHEHMIO

n 3
CofepXXMMOro  AocTatovyHOro Ans  NpoBefeHus
"N0O0 100 TecToB
CofepXXMMOro AocTatoqyHoOro Ans nposegeHns 1
Tecta
tv3rc Mpeaens! Temneparypbi (rpanHunLb
TemnepaTypHOro guanasoHa)
® 3anpeT Ha NOBTOpPHOE NpUMeHeHue
O 3HaK BTOpPUYHOW NepepaboTKu
Reodavi
M3rotoButesnb
YNO/THOMOYEHHbIN npegcrasutesnb B
l]ec|rep]|

EBponelickom coobLiecTse

CTUKep, HaHecCeHHbli Ha kKapTpumpk BD FACSPresto copepxut
rpynny crneayrLumx 0603HauYeHWIA:

1 < 2 #

Otan 1: OCTOopOXXHO BBeauTe obpasel, BO BXOAHOE OTBepcTue.
Y6eantecb, UTO KPOBb MOSIBU/IACb B YacTU KaHasa, He 3aKpbITON
3alWmMToN KaHana, psaoM ¢ 061acTbio yaep)KaHus.

OTan 2: YcTaHOBMTE BCTPOEHHbIA Talimep B npubope BD
FACSPresto.

Jtan 3: Mocne yganvte OTPbIBHYIO 4acTb CTMKeEpa C KapTpuaxka
BO M36eXXaHWe NMOBTOPHOrO MCMO/b30BaHUsI.
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Label and symbols description

Description
Lot number

Use until...

Patient number

Catalog number

Only for the USA; "Attention! Federal law permits sale of this
device only to licensed, practicing physicians or their
representatives".

In Vitro Diagnostic Medical Device
CE-mark
Consult instructions for use

Enough for 100 tests
Enough for 1 test
Temperature range of storage

Prohibition of reuse

Recycling mark

Manufacturer

Authorized representative in the European Community

The sticker on the BD FACSPresto cartridge contains a group of
the following symbols:

3

I/\

step 1: Carefully dispense the specimen into the inlet port. Make
sure that blood appears in the part of the channel not covered by
the channel protector, next to the containment zone.

Step 2: Set the on-board timer in BD FACSPresto instrument.

Step 3: After this remove the tear-off portion of the sticker from
the cartridge to prevent reuse.



‘4yeHb
HpoapToB

KHpagapT

N3612:2002

eh
13641:2002

EN
62366:2008

EN ISO 10993-
5:2009

EN ISO
13485:2012

EN ISO
14971:2012

EN ISO 15223-
1:2012

EN ISO 18113-
1:2011

EN ISO 18113-
2:2011

EN I1SO
23640:2011

1ISO
8601:2004

npmMmeHsAaemMbIX npomnssogmntesiem

HavmeHoBaHMe cTaHgapTa Ha PYCCKOM Si3blKe

OueHka PYHKUMOHA/TbHbIX XapaKTepucTmK
MEeANLMHCKNUX U3LeNnii gNnst ANarHoCcTMKK in vitro

YcTpaHeHne WM CHUXXEHUE pucka WHULMPOBaHNS,
CBSI3aHHOI0 C peareHTamu A/1si AMarHocTUKM in vitro

WN3penus MeAULMHCKUE. MpoekTnpoBaHue
MEeAULMHCKUX W3LEe/NiA ¢ yuyeToM 3KCMayaTaumoHHOM
npurogHocTn

M3pgenua  megmuuHckme. OueHka  6MOoorMyecKkoro
LencTBus MeANLNHCKUX nsgenui. YacTtb 5.
ViccnepgoBaHns Ha LIMTOTOKCMYHOCTL: MeToAbl in vitro

N3genvus  MeauumHckne.  CUCTEMbl  MeHemkMeHTa
KayecTBa. CucTeMHble TpeGoBaHus AN  uenei
perynupoBaHusi

M3pgennss meguuMHCKue. [puMeHeHWe MeHemKMeHTa
puUcKa K MeaULMHCKUM U3AeNvsiM

M3penva meamumHckne. CUMBONbI, MPUMEHSAEMbIe Mpu
MapKUpoBaHUN Ha MeULIMHCKUX U3AENUAX, 9TUKEeTKax
M B COMpPOBOAUTENBbHOW [OKyMeHTaumu. Yactb 1
OCHOBHble TpeboBaHus

MeauvuvHckne wusgenvis gns AMarHocTMKmM - in vitro.
MHdopmauwms, npegocrasnsemMas N3rotoBuUTENEM
(MapknpoBka). Yactb 1. TepMuHbI, OMpegeneHust u
obLye TpeboBaHUs

MeauvuuHckne wusgenvs pna  AnarHocTMkm in vitro.
WHdopmaums, npepocrasnsiemast
nsrotosutenem(MapkmpoBka). Yactb 2. PeareHTbl A/
ONarHoCTUKM  in - vitro  gna  npodeccnoHaibHOro
npUMeHeHus

V3pgenua MegnuuHCKME ANnS  AMarHocTMKWM in  vitro.

OueHka CcTabunbHOCTM peareHToB 419 AUarHOCTUKM in
vitro

Cuctema cTaHZapToB Mo MHopMaumn, 6MbanoTevHHoMy
1 nspatenbckomy geny. MNpeacraBneHve gaT U BpEMeHW.
O6Lwme TpeboBaHUs

29
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List of applicable standards

HanmeHoBaHMe cTaHgapTa Ha aHI/IMMCKOM si3blKe

Performance evaluation of in vitro diagnostic medical
device

Elimination or Reduction of Risk of Infection Related to
In Vitro Diagnostic Reagents

Medical devices - Application of usability engineering to
medical devices

Biological evaluation of medical devices - Part 5: Tests
for in vitro cytotoxicity

Medical devices. Quality management
Requirements for regulatory purposes

systems.

Medical devices. Application of risk management to
medical devices

Medical devices - Symbols to be used with medical
device labels, labelling and information to be supplied -
Part 1: General requirements

Information
Part 1:

In vitro diagnostic medical devices -
supplied by the manufacturer (labelling) -
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

In vitro diagnostic medical devices - Evaluation of
stability of in vitro diagnostic reagents

Data elements and interchange formats - Information
interchange - Representation of dates and times



MJTN3 PUCKOB

noussoguTenem 6bina NpoBefeHa OueHKa PUCKOB
Mp N MMeHeHUs MegULMHCKOIo usgenusa. Ha ocHoBaHuUmn
/npoBeAeHHOro aHasmsa Obl1 caefnaH BbIBOL O TOM,

/4To o6uwunin oCcTaTO4HbIN puck cuutaeTcs
npuemMaemMbIM.
NMepeyeHb MaTepuanoB >XMBOTHOrMo w/unm

yesioBe4decCcKoro rnponcxo>xxaeHums

KapTpuaopk coAep>XUT BbICYLLUEHHble peareHTbl Ha
OCHOBe c/lefylLlmnx aHTUTen:

e CD4 PE-Cy 5;

e CD3 APC;

e CD45RA APC;

- CDM PE.
BbicylleHHble  peareHTbl Ha OCHOBe aHTuUTen
coflep)aT TakKXe WHEPTHble WHIPeAueHTbl, TakKue

Kak:

= Oydep;
anbObyMUH 6blubein cbiBOPOTKM (BSA);
ProCl/n

Azung Hatpusa (Na(N3)), meHee 0,1%

Bce wmarepwuansl,
MEeOMLVHCKOIo un3aenus,
KayecTBa M 6€30MNacHOCTW.

ncnosnb3yemble B MNPOU3BOACTBE
oTBevalwT TpeGoBaHUsSM

NHpopmaums o cogep>kauimxcs
NnekapcTBEHHbIX cpeacTBax

MegunumHckoe nsgenvie He coAepxuT
NleKapCTBEHHbIX CPeacTs.

CBepeHus 06 3/IeKTPOMarHMTHOM
COBMECTUMOCTU

He npumeHunmo.

MeTogbl 1 cpeacTBa Ae3UHMEKLUUN U OUYUCTKU,
MeToabl cTepunmnsaunm

He npumMeHMMo. MeauMuUMHCKOe wu3genve siBnsieTcs

Oo4HOpPa30BbIM, NMOBTOpPHOE ncnosib3oBaHme

3anpeuweHo n HeEBO3MOXXHO.
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Risk Analysis

The manufacturer assessed the risks of using the
medical device. Based on the analysis, it was
concluded that the total residual risk is considered
acceptable.

The list of materials of animal and /7 or human
origin

The cartridge contains the following dried antibody
reagents:

CD4 PE-Cy 5;
CD3 APC;
CD45RA APC;
CD14 PE.

The dried antibody include inert

ingredients such as:

buffer;

bovine serum albumin (BSA);

ProClin.

Sodium azide (Na(N3)), less than 0,1%

reagents

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

Information about contained medicines

This in vitro diagnostic medical device does not
contain any medicinal products.

Information about

compatibility

electromagnetic

Not applicable.

Methods
cleaning, sterilization methods

and means of disinfection and

Not applicable. The medical device is disposable,
reuse is prohibited and impossible.



>»00BaHNA K TEXHUYECKOMY OOCY>XNBaHUIO
~\PEMOHTY, yCTpaHeHne Hemnosnagok

le npumeHuUMo. KapTpung)xXm npegHasHayeHbl Ans
'0O4HOKPAaTHOIro NpMMeHeHus.

21 .MapaHTnn npouvsBoguTens

Ecnn  He YKasaHO wnHa4ye B NIOObIX MPUHATbIX

KoMnaHuein BD 06WKUX YCNoOBUAX NpoAaXu Ans
KnneHToB 3a npegenamn CLUA npu npuobpeTeHunmn
n3genunii NPUMeEHSATCA cnepgywuwme
rapaHTuiiHble ob6sizatenbcTBa.

B cooTtBeTCcTBUM C
rapaHTuiiHble o0bs3aTesibcTBa pPacrnpocTpaHATCA Ha
npogaHHble n3genus TONbKO c Lenbto
MOATBEPXKAEHMNA  KONMYecTBa U COAEPXUMOTO,
3a8B/IEHHOrN0 Ha 3TUKETKE WAM Ha MapKMpPOBKE
n3genus MOMEHT [OO0CTaBKW €ro 3akKas3uuKy.
KomnaHmna BD oTka3biBaeTcsa OT BcCex JApyrux
rapaHTuii, SIBHbIX WM HEsBHbIX, BK/AKOYas rapaHTum
NpPUrogHocTn COOTBETCTBMA ons
KOHKPETHOW Luenn, a Takke rapaHTum HeHapylueHus
naTeHToB. OTBETCTBEHHOCTb
KOMNaHMn BD orpaHumymBaeTCcs 3aMeHOW Wun3genuii
NnM6o BO3MELEHMEM MOKYMHOW LeHbl. KomnaHuna BD
He HeceT OTBETCTBEHHOCTM 3a MaTepuasibHbIl yuwep6b
WA nbble cny4darHble WM KOCBEHHble YObITKU,

3TNX

HacToALUNM AOKYMEHTOM

B

7] no6oin

McknountenbHas

BK/lO4HaA TpaBMbl ninm 3KOHOMM4YECKMe notepu,
Bbi3BaHHbIE MN3aennem.

22. Peknamauyunn 7 cBefeHus (0]4)
YMNO/THOMOYEHHOM npegcraBuTene
npounssBoanTens Ha TeppuTopun

Poccuiickon depepauynn

B cnydyae BO3HMKHOBEHWUSA BOMPOCOB OTHOCUTESILHO
MeOUUMHCKOro wu3genua, criegyeT obpauiatbcsa K
YNo/IHOMOYEHHOMY MnpeacTasuTento NpPou3BoAUTENA
B Poccun:

O6wecTtBO € OrpaHWYEHHOW OTBETCTBEHHOCTbLIO
«beKToH AUKUHCOH BOCTOK»

Apgpec: 127051 Poccuiickaa Pegepauyns, MOCKBa,
yi. CapoBas-CamoTedHas, 24/27, 2 ITaXK,
nomMmeuwleHue I, KomHaTta 18;

TenedoH/dakc: +7 (495) 7758582, +7 (495)
7758583
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Requirements to maintenance and
troubleshooting

repair.

Not applicable. Each cartridge is for single use only.

21. Manufacturer's warranty

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

The products sold hereunder are warranted only to
conform to the quantity and contents stated on the
label or in the product labeling at the time of delivery
to the customer. BD disclaims hereby all other
warranties, expressed or implied, including
warranties of merchantability and fitness for any
particular purpose and noninfringement. BD's sole
liability is limited to either replacement of the
products or refund of the purchase price. BD Is not
Incidental or

Injury,

liable for property damage or any
consequential damages. Including personal
or economic loss, caused by the product.

22. 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: 24f27 Sadovaya-Samotyochnaya Street,
2nd floor, premises I, office 18,127051 Moscow, the
Russian Federation.

Tel./Fax: +7 (495) 7758582, +7 (495) 7758583
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flepesoa 1nepBOro IUCTA C AHAMACKOIO A3LIXA HA PYCCKHR A3BIK

.____\-‘“

Bexton, Jluxnucon 3ux Kovnans
B Ballocailien .
2350 Kuaow e <Jlorotun BJ (BD)>

Can-Xoce, Kamupopemm 95131
{Betteon, Dickinvsou and Compeny

.- BD Biesciences

Q 2350 Qume Drive
San Jose, CA 95131)

Ten.: 408.432.9475

daxc: 408.954.2347
www.bd.com

ABAACTCA ncpnoﬁ (] mooilmmaeﬁ. uaxomuneﬂcan pacnopnmuu KOMDaHHH Bemu, lluxmoou m
Komnanw, BJI Baltocaitercn, 2350 Kuiosm Jlpaits, Can-Xoce, Kambopung, 95131, CIUA (Becton, Dickinson and Company, BD
Biosciences, 2350 Qume Drive, San Jose, California, 95131, USA).

<Hodmco> 2] 2022 .

Kpnctuna Pexrepns (Cristina Renteria) fara
Crapumil CRCURARKCT MEKAYHAPOLHOPO OTAC/HA PETHCTPRAIMN

jpasuax E ) R ) IRA H_YEROD fsameTcx nepaoll. muoﬁ umﬁ Wun'a,
HAXOARIIErocs npmopsmuu KOMNAHKH Benon, numnoou sua Komnanw, Bf Batiocafiercns (Becton, Dickinson and
Company, BD Biosciences).

<{Todnuce>

Kpuctuna Pesrepin (Cristing Renteria)

Bexron, Jlimuncon 3na Kownann, BJI Bafiocallencns
2350 Kstom Jlp., Can-Xoce, Kanwdoprng 95131
(Becton, Dickinson and Company, BD Biosciences
2350 Qume Dr., San Jose, CA 95131)

Hotapuyc mam Apyroe JOMKHOCTHOS NHIO, ODOPMANIOUICC HACTOAWLCS
CBHMACTENLCTBO, YAOCTOBEPACT TOALKO NHWHOCTh ANUR, MORTIWCABLICTO
AOKYMEHT, K KOTOPOMY [HPHIAracTCs® HACTOAILCE CBMACTCAMCTBO, & HE
AOCTOBEPHOCTL, TOUHOCTS HAN ACHCTBHTEABHOCTE ZAHNOTO AOKYMEHTA.

Uirar Kanngoprna
Oxpyr Canre-Kaapa
HloANKCAHO NOA RPUCATOH (MK NOATBEPMACHO) B MOCK NPHCYTCTRIH
MHILEND . HUTUC Ceroans, Kpwenimofi Peyrepus (Cristing
(MICHELLE G. NITIS) Renterig), moxasasmwell MHE HE OCHOBAHMM  NPCIXLABNCHHA
Hovapuyc - Kaandopuua AOCTATOUHMX CBMICTCALCTS, YT0 OHA ABARCTCR AMUOM, SBHBIIHMCK
Oxpyr Canra-Knaps ¥O Mue.

Jinueusya Ne 2271237

Cpox noanomouni rerexaet 12 susaps 2023 r. TMoznucs <[Todnucs>
<T'cpGosan wesma:

BOMbILIAA FIEYAT [UTATA KATHOOPHHA> Tlomwcs wotapuycs

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



MepeBof BTOpPOro ncra ¢ aHrNIACKOro A3blKa Ha pyCCKVIVI A3bIK

<Jlorotvin B/}, (BD)>

NHCTPYKUWA MO NMPMMEHEHWIO

MEAVNUNHCKOI O N3AENTNA ANA ANATHOCTUKN IN VITRO:
KapTtpugx BD FACSPresto ¢ peareHTaMu 415 NPAMOro nogcyera abcosiloTHOMO U
OTHOCUTENbHOro Kosmyectsa CO4-nMMMOLUTOB METOAOM (PYOPECLEHTHOA
(hoTOMMKpOCKONUK B 06pasLax BEHO3HOW M KanuNNspHOW LeNbHOW KPOBU YenoBekKa

«YTBEP>XJAHO»

BekToH IMKWHCOH 3HA KoMnaHu,

b/ baitocaiieHcu3

CTapuwii cnedmanicT MeXKAyHapoAHOro 0T AeNna perucTpauum
KpucTuHa PeHTepus

<[lognucs>

[Hara: 21 theBpais 2022 T.
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MepeBoa faHHOTO TeKCTa BbINONHEH NepeBOAYNKOM AnekceeBblM ANekceem AfeKCcaHApOBUYEM,

"opos Mockaa.
[Bajuartb feB
A,
NOANMTMHHOCTb
Moan
NTnyuocTb

MpowHyp
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Poccuitckas depaepauus

BE ThICSUM [BajLaTb BTOPOro roga.
BreHbeBHa, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO

Nnekceesa Anekced AnekcaHapoBsuua,

n.
CTaHOBJ/1EHa.

86-H/77-2022- | f
bHOTO feiicTtBusa: 400 py6. 00 kon.

E.E. lMpoKoweHKoBa

OBaHpPr 1 CKPEneHo nevyatbHXy " uCT

E.E. lNMpokoLweHKo
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