MHOXECTBO «OKOLLEK» HA CEHCOPHOM 3KPaHE U
nporpaMmMHoe obecredveHre Ha ocHoBe MS Windows
OenaroT padboTy onepatopa Nerkom v ygobHou

Ypno6cTBO Ang Bcex

e OkHa nporpaMmbl NPOCTbI 1 YA0OHbI B
yrpasneHun.

* [lporpammHoe obecreveHrie NO3BONSET
oreparopy HacTpavBaTb BUA, U MEHIO OKHa (Ha
OCHOBe 6asbl AaHHbIX SQL).

* YNoOHble MOACKA3KM MOMOratoT
ONMTUMM3NPOBAaTL PaboTy oneparopa.

e ABTOMATUHECKUIN MOHUTOPUHI COCTOSHIS
peareHToB.

Jlerko BbINONHUTL AaXke HEPYTUHHbIE 3aAa4m
e OyHKUMN KanMbpOBKM.

¢ MeHto «HELP».

e Buaeo-noackasku.

KoHdurypaumsa 6ezonacHocTu

Bxopn onepaTtopa B cUCTeMy 3allMLLEH NapOonem
C pasnn4HbIMMN YPOBHAMW 3aLLNTbI.

QC-daiinbl

B03MOXHOCTb XpaHeHusi B NamsaT
00 500 thannoB N0 KOHTPOSMO KavecTsa.

O6paboTka gaHHbIX

e KOMMeHTapun K peayfsTaTtamM, OCHOBaHHbIE Ha CUCTEME
npasw, NO3BONAOT CTAHAAPTU3NPOBAaTL NabopaTopHble
MPOLIECCHI AJ151 TOro, YTOObl COOTBETCTBOBATL TPEOOBAHNAM
Bawuen nabopartopun. Bbl MOXeTE 3anporpaMmmmnpoBaTh 40
100 npasun 1 Ao 48 KOMMEHTAPWEB, YTO MOMOXXET CTPYKTYPU-
poBaTb MPOLIECC 06pPabOoTKM NHDOPMALANA.
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Pe3ynbTaTtbl aHanu3a — B BUAE guarpamm PesynbTatbl aHanu3a TonbKo
VHchopmauws o neikoumTax, apuTpoLmUTax 1 TpoMBoLMTaX NS BHYTPMNabopaToOpHOro UCNoNb30BaHNS Xpanutes 1o 10 000 thaitnos, coepaLLyx MHhopMaLmio

| = —J—F=-N 0 J=0
XKypHan AaHHbIX

B 06paaLie NauveHTa i KOHTPONbHOM 06pasLie HarnsAHo
oTo6paxaeTcs Gnaroaaps LIBETOBOW MapK1POBKe, NErko
3ameTuTb 06pasuipl ¢ hnaramu. OnepaTopbl MOryT BbiON-
patb 0 9 pa3nnyHbIX CKATTEPOrPaMM Of\HUM HaXaTIEM
KHOMKM.

LR

" & :___ =
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NaeHTU(MKALMOHHDIA KOA KOHTpONs
kayectsa (QCID)
B okHe QC-VIEW Bl MOXeTE Nepextoyarest ¢ rpachikos

JleBy-LDxeHHMHrCa Ha CyMMapHbIA OTHET MPY MOMOLLA HIDKHEN
1eBOi (hyHKLMOHanbHoi Knasuin QCID L-J Plots /QCID DATA.

Pexxiim Lab View BKMIOYAET AONOAHUTENbHbIE NapaMETPbI
ISt BHYTPNABopaToOpHOro 1cnonb3oBaHums. Mpu audde-
PEHLIMPOBKE BKIMIOYAIOTCS Takke aGCOMOTHOE U MPOLIEHT-
Hoe 3HaYeHNs CIeAyIOLLVX NAapaMETPOB: NaNOYKOsSIEPHbIE
HETPOCNNbI, HE3PENble FPaHYNOLMTLI, BNIACTHBIE KNETKY,
aTVNMNYHBIE NMMOLWTSI. [JoNONHUTENbHbIE remMaTono-
TYecKyie napameTpbl — TPOMBOKPHUT W pacnipeseneHne
TpoMOOUWTOB.
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TexHuyeckoe 00CNyKMBAHME UHCTPYMEHTA
Bcsi nHdopmaums 0 TexHM4eCKom 00CNYKUBAHUN NHCTPY-
MeHTa OTPXEHA Ha OfHOM 3kpare. On-line MHCTPYKLmS
N5 onepaTopa 1 BUe0-NOJACKa3KM MoMOratoT BbINONHSATL
BCE HEOOXOAMMbIE MPOLIEYPbI.

0 NauveHTax 1 peaynbTarax KOHTPONS KayecTsa.
MHdopmaLmio MoxHO 6bICTPO HaiATh Gnarofapsi npocTomy
11 NOHSITHOMY MEHIO Novcka.

[MpocTo. OTNNYHO. TEXHONOMMYHO.

NPON3BOAUTENIbHOCTb
O0B5bEM OBPA3LIA
PEATEHTbI
TEXHOJIOTMA
JlekouwTbl 1 AnchepeHLMpoBKa

TpomboLuTI

PeTukynouuTbl

O6paboTka gaHHbIX
¢ OnepauyoHHas cuctema
Ha ocHoBe Microsoft Windows
* KoMMeHTapuu K pedynsTatam, OCHOBaHHbIe Ha
npasunax:
— MpaBuiax NPUHATYIS PeLleHns
— o 100 npasun
— [0 48 KOMMEHTapueB K pesy/statam
— MOJHOCTBIO HacTpavBaemMble nog, TpeboBaHns
nadoparopumn
®  CeHCOpPHbIA MOHUTOP
o [NonHbIA KOHTPONb KadecTBa Ha 6opTy
— CyMMapHbil OTHeT 1 rpadomku Jlesu-
[xkeHHnHrca
— CKOMb3sLLee cpeaHee (Bkto4as
OV dEPEHLMPOBKY NENKOLTOB)
— npaswna Bectrappa
® XpaHeHwue 10 000 pe3ynsTaTos ¢ rpadvkamv B
namsTn
® BO3MOXXHOCTb COCTaBfeHNs paboyero amcTa
e [porpaMmmpyemMble rpaHiLbl HOPM NaLveHTa
o [lonHble faHHble O nauveHTe
e CunTbiBaHue WTpUX-kopa: Code 39, Codabar,
Code 128, Interleaved 2 of 5, ISBT
® On-line NOMOLLIHVK NPOBeAEHVS aBTOKaNMBPOBKM
e BCTpoeHHOe PyKOBOLACTBO MOMb30BaTesst

TemnepaTtypa oKpy>xaiowein cpefbl
BO Bpemsi paboTbl
e o1 15°C go 30°C

BnaxHocTb
e OTHOCUTENbHAs BNaXkHOCTb < 80%,
OTCYTCTBME KOHAEHCaTa B MOMELLEHNN

CooTBeCcTBYyeT CTaHAapTam u Tpe6oBaHMAM
6e3onacHocTU

uL

CSA

IEC 1010

CE Mark

000 «3660T1T JlabopaTopmna»
[unarHocTyeckoe oTAeneHne

141400, Poccusa, MockoBckas 0bnacTb,
r. XuMKW, yn. JIeHnHrpaackas,
Bnagenne 39, ctpoeHne 5

Ten.: (495) 258 42 70

dakc.: (495) 258 42 71
http://www.abbottdiagnostics.com/

[lo 84 06pa3LoB B Yac npu cTaHaapTHoM pexxume «CBC + Diff»
150 MK B OTKPBITOM pexume, 230 MK — B PeXXUME aBTo3arpy3ymka

Bcero 4 peareHTa, BKM0Yas PETUKYNOLMATSI

YeTblpexyrnoBoil ONTUYECKWIA aHanu3 auarpamm paccensanus — MAPSS

[IByXyrnoBoii ONTUYECKNIA aHanua, 683 AOMONMHUTENbHOMO PearexTa,
663 HeoGXOAMMOCTY MOBTOPHOTO TECTUPOBAHMS

HoBblit MeTOA C MeTuneHoBbIM cuium NCCLS,
TEXHONOrVS NPWKM3HEHHON OKPaCcKm

OnpepensieMble napameTpbl

CELL-DYN

JIEAKOLWTBI APUTPOLUTDI TPOMBOLIUTDI PETUKYJIOLUTbI
NOC woc NEU RBC HGB PLT RETIC#
%N LYM %L HCT MCV MPV RETIC%
MONO %M EOS MCH MCHC
%E BASO %B RDW Retic

%R

J[ivana3oH aHanUTUYECKUX n3MepeHuin

NMAPAMETPbI AWANA30H
WBC 0,02-246,8
RBC 0,00-7,50
HGB 0,0-25,0
HCT 8,3-79,8
MCV 58-139
RDW 10,0-29,8
PLT 0,00-3000
MPV 4,3-17,2
RETC 0,2-22,9

Tpe6oBaHUS K UCTOYHUKY NUTaHUS

MoayJib HANPSKEHUE YACTOTA MAKCHMAJIbHOE
HANPSDKEHWUE
Anannsatop 100-240 VAC 50/60 + 3rLy 05-22A
[Lucnneii 100-240 VAC 50/60 + 3y 0,7A
Pasmepbl
MoAyb BbICOTA LLIMPMHA TNYBUHA BEC
Ananusarop 49,9 cm 86,4 cm 76,8 cm 105,2 kr

EZIMHULIbI
X 10%/Mkn
x 10%/mKn

r/an
%
fl
%
X 10%/MKn
fl
%

MAKCUMANBbHOE
NOTPEBJIEHWE 3HEPTUK

550 Bt
50 Bt

Digitally signed by Ceaicovschi Tudor
MpuHTep 3aBUCHT OT pasMepoB KOHKPETHOI Mofeni Date: 2024.01.29 09:48:51 EET
Reason: MoldSign Signature

Location: Moldova

CELL-DYN Ruby siBnsieTca CO6CTBEHHOCTbIO
kopnopauun Abbott Laboratories B pasnunyHbix
topvcavkumsix. Bce gpyrne ToproBble Mapkum
ABNAOTCA COOCTBEHHOCTBLIO MX NpaBoobnafaTenei.

Abbott
Hematology

CELL-DYN

[ 1peBOCXOOHbIV pe3ynsTaT

C NepBOro pasa

[ntoc HoBble BO3MOXXHOCTM
nporpammMHoro obecne4veHnsa sepcumn 2.0!

[locTOBEPHbIE PE3YNETATHI
C MepBOro pasa

CooGuwaeT 60onblue pe3ynbTaToB NogcyeTa
nenkouuntos u nx gucdepeHUMPOBKN NO NONYyNALUSM
y>Xe npu NepBoM U3MepeHuu, faxe npu Hanu4um
NaToNIorM4ecKuX KNneTok u uHtepcepeHuun.

e TexHonorus MAPSS (MHoroyrnoBsoe pasgeneHue
NoNSPU3aLIMOHHOMO NMyyKa) obecnevmsaeT
TOYHOE NIa3epPHO-OMTUHECKOE CHUTbIBAHWE NpK
OO PEPEHLMPOBKE NENKOLNTOB.

e To4Has ngeHTUMKaUMs KNeToK bnarogaps N3MepeHuo
MPW YETbIPEXYTTIOBOM PaCCEAHNN.

°  MHOXeCTBEHHbIV aHaNN3 cKaTTeporpamMm 4ns
NOEHTUDUKALMN NATONOMNYECKNX KNETOK U
NHTEPdEpeHLMI.

OnTuyeckoe onpegeneHne TPOMGoOUNTOB.
JlocToBepHbIe pe3ynsTaThl NPV NEpBOM U3MEepPEeHUN.

e [IByXyrnoBOWn ONTUHECKMI aHaN3 MO3BONSET akKypaTHO
noacHMTaTb KONMYeCTBO U pa3MepPbl TpOM6OLI,I/ITOB yXe
npn NepBOM U3MEPEHNI.

e CHmKeHa HeobXoANMOCTb MOBTOPHbLIX TECTUPOBAHWNA,
00bI4YHO CBA3aHHas C BAVSHNEM MUKPOLIMTOB, (DparMeHTOB
3PUTPOUMUTOB U NENKOLIMTOB, U APYIVX KIETOK.

Abbott

A Promise for Life

CeLL-DYN

Rubis

---—-v1

Jlyywee ns nHHosauun.

PeXxum ans onpepeneHnsi Ppe3NCTeHTHbIX K N3ncy
3pPUTPOLMTOB.

o TpexMepHbIn ONTUHECKMIA aHaNM3 SPUTPOLIMTOB BKIOHAET
B cebs NMoacHeT, OnpeaeneHne NHOEKCOB SPUTPOLUTOB 1
NOACHET PETVKYOLUTOB.

e TexHonorvs OnTUHECKOro aHam3a IPUTPOLINTOB
NO3BONAET COKPATUTb KOJIMYECTBO MA3KOB.

YaoGHoe 1 NpocToe nporpaMmmMmHoe oGecrne4yeHue.
¢ Onepatop JIerko HaCTPOUT OKHO AUCTIIES.

®  [/IHCTPYMEHT CrpaBfsieTcst He TOMbKO C PYTUHHBLIMM
3apa4amu.

Bcero Tpu peareHTa ansi NONIHOro aHanNu3a KpoBu €
ancddepeHLnpPOoBKON NeNKoOUUTOB Mo 5-Tu nonynsuusm.

o JIN3npytoLLIniA peareHT AN NeNKOLUTOB.
e BecumaHaHbIi NN3VPYIOLLIMIA peareHT oS reMornobuHa.

o [InntoeHT/pOoKYCHPYIOLLIIA peareHT.




90° «[lonb4aTtocTb»

[emartonorua ot Abbott.
DD PEKTVBHOCTL C NEPBOro pasa

MocnepoBaTtenbHoe, YeTKoe
pa3peneHue KneTok 6narogaps
npumeHeHntio MAPSS TexHonorum

10° CnoXXHOCTb CTPOEHNS

r 0° Paswvep

Pa3peneHue ogHOBpPEMEHHO

nop 4 yrnamu

1. Pa3geneHne MOHOSLEPHbIX 1
_ NONUMOPMHBIX KNETOK

3. PaspeneHue 6a3otunos,
MMCOLNTOB,
MOHOLUTOB

NasepHas TexHonorus MAPSS.
Bonee BbICOKMI YPOBEHb MCCNEAoBaHs KNeTOK.

* AHanmaartop «npocmMatpueaeT» 4o 10 000 kneTok
3 OAHOIrO pa3BeaeHs], UCMOob3Ys OAVH peareHT.

e Qukenpyetesa 0o 40 000 MHDOPMALIMOHHBIX TOYEK.

Peaynbrathl MAPSS oTobparkatoTcsl B BUAE HECKONMBbKMX MPOCTbIX

LIBETHbIX CKaTTEPOrpamMm.

e [lpoBoanTCA pasgeneHne nonynaumn HeMTPOUIOoB,
3031HOMNOB, 6a30(hMNOB, MOHOLTOB 1 IMMAOLMTOB.

*  VOeHTUdULMpYIoTCs 1 KnaccumUMPYOTCS! He3pesible KNeTKU,

a TaKKe NHTepdEepeHLs.

2. PaspeneHue
Ha HeMTPONbI U
3031HOMUNbI

TpexmMepHbI ONTUYECKNIA aHANN3 3PUTPOLTOB

YBenuunMBaeT TOYHOCTb N3MEPEHS SPUTPOLIMTOB,
BKItOHas PETVIKYMOUWTLI, 6narofaps TeXHOMomm
TPEXMepHOro aHanmaa.

* /lcknounTensHas TOHHOCTb MAEHTUMMKALIM KNETOK
OOCTUraeTcs 3a CHET namepeHnin nog yrnamm 0°, 10°
1 90°.

* llccnenoBaHvie PETVKYOLMTOB MPOBOOUTCH C
MOMOLLBIO paccenBaHua nog, yrnamm 0°, 10° 1 90°.

4. OTo6paXkeHme gty
HOPMaJIbHbIX
nonynauuin

MpuHumn guddepeHunpoBkU U Knaccudukauum knetok MAPSS

Pasmep CnoxHoctb [lonbyatoctb [paHynsipHOCTb Knaccudmkauyms

. 1 2 3 4

L 165 162 116 32 POLY  NEUT — —
60 64 15

6
7 99

9 21
4 148 182 104 118
5 90 110 28 8 — BASO —

°  AHanM3 peTUKyIOLMTOB OCHOBaH
Ha cTaHgapTax NCCLS/ICSH
(MexxpyHapogHon degepariym
KIMNMHUYECKON XUMUN 1
nabopaTopHON MeanLHbI /
MexxayHapoaHoro coseta no
CTaHOapT13aumm B reMaTonorim).

Pa3mep 3pUTpOLUTOB U UX
pacnpefeneHue no pasmepam
oTOOpaXatoTCs B BUE
TUCTOrpaMMmbl, MOCTPOEHHOM
Ha OCHOBE BbIYNCNEHNS
00bEMOB KNETOK,
MONYYEHHbIX C MOMOLLbHO
pesynbTaToB U3MEPEHNs
nog yrnom 0°, 10° n 90°.

[1BYMEPHbIA ONMTUHECKMIA aHaNN3 TPOMOOLTOB

Hanbonee To4YHbIN NOACHET KONNYecTBa
TPOMOOLMTOB MPY Pa3INYHbIX MNaTONIOMMSIX.

[ByxyrnoBow aHanms noseonseT oTaAeNMTb
NonynALWO TPOMGOLMTOB OT MOMYSISLMM
SPUTPOLINTOB.

CHwKeHa nHTepdepeHuust oT
MUKPOLIMTAPHBIX SPUTPOLIMTOB, LLM3OLITOB,

hparMeHTOB PUTPOLMTOB 1 APYIVX KINETOK.

e Bonee TO4HbIE pes3ynbratbl Noy4YeHbl:

6e3 MOBTOPHOIo TeCTnpoBaHnA 1
OONONHNTESIbHbLIX peareHToB,

B MPVICYTCTBUN arperaTos WU MraHTcKmx
TPOMOOLMTOB C MOMOLLbIO TEXHOSIOMM
[BYMEPHOIO pasfeneHus,

Ha TPOMBOLIMTONEHMYECKIX 0bpasLax,

Ha obpasLiax ¢ TpPoMOboUMTO30M 6e3
BbINOSIHEHWS Pa3BEAEHNS.

HeTblpeXMepPHbIN aHan3 NENKOLTOB

PesynbraThl NOACHETOB U MAEHTUMMKALN NENKOUMUTOB
COOBLLAIOTCA NMPY OOHOKPATHOM TECTUPOBAHUM OadKe
MNPV HANN4M NATONOMMYECKMX KNETOK N MHTEPdEpeH-
umn. Takum 06pa3omM MOBTOPHbLIN aHaNM3 He TPebyeTcs.

e CHWKaeTcst HeoBXOaMMOCTb BbINONHEHNS Ma3KoB,
KOTOPbIE 0BbIYHO MPOBOAAT M3-3a BAUSHWS TAKMX WH-
TepdepeHTOB, KaK SAPOCOOeKaLLINE SPUTPOLNTI,
arperatbl TPOMGOUMTOB 1 (OParMeHTbl KNETOK.

TexHonorna MAPSS nossonsieT
MPEANONOXUTb HaNM4ne Pe3ncTeHT-
HbIX K JIN31CY SPUTPOLIMTOB. Takune
00pa3Lbl MOXHO MpPoaHaIM3MpPoBaThb
MOBTOPHO B CreUvaibHOM pexxmme
019 NIN3NC-PEBUCTEHTHBIX SPUTPO-
LIMTOB 6e3 MUKPOCKOMUPOBAaHMS
Ma3KOB.

(Cm. pucyHkm 1 1 2)

Hentpodmnbl 1 303u-
HO(WIbI OTAENSIOTCS
0T NMcOLNTOB,
MOHOLMTOB 1 6a30(m-
OB 3a CYET pasnnymmn
B X CTPOEHUN U

HenTpodunel otaens-
10TCS OT 303MHONII0B
fnaroaaps pasnmuusam
B pacceuBaHuy no-
napu3oBaHHoro (90°)
1 Aenonsipu3oBaHHoOro
(90° D) cBera.

CErmMeHTUPOBAHHOCTK
(monbyarocTu) ux
anep.
~ e
.
[
y
basodunbl pa3aenatoTcs nocpea- B pesynbTate neikouuTsl
CTBOM OMpe/ieNeHus paamepa YeTKO AensTes Ha 5 no-
(0 rpamycoB) K CNOXKHOCTY CTPOE- nynALmni.

Hus (10 rpamycoB),4YTo NO3BONSET
0T/INYaTb NIUMCOLMTBI Y MOHOLMTBI
no pasmepam (0 rpagycos).
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a Abbott

Declaration of Conformity

Certificate Identification: SC-08H59
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
08H59-01 55866 CELL-DYN 26 Plus Control, Full Pack Self-declared
08H59-02 55866 CELL-DYN 26 Plus Control, Half Pack Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: (\M\w‘%ﬂ -
N N

Full Name: Barry Simpson

Position: Site Quality Manager

Date of Approval: 1% e, 2012

Date Issued: JUN 30 2015
IRIS V35
Supersedes: February 26, 2015

CELL-DYN 26 Plus Control
June 2015

Signature:

Full Name:

Position:
Date of Approval:

Place Issued;

Effective (Date or
Lot Number):

S Sy

Marcy Jaqua

Director, Regulatory Affairs

@W EO/E

Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V6)
Page | of 1
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Declaration of Conformity

Certificate Identification: SC-01H73
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
01H73-01 58237 CELL-DYN Sapphire and CELL-DYN Ruby Systems Self-declared
DILUENT/SHEATH
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

- R - e
Signature: \E@,\‘V {" i P . Signature: AMJA %wu——
A

e : -

=

Full Name: Barry Simpson Full Name: Marcy Jaqua

Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: l"{ Nwq - L0 Date of Approval: o2 9&1.4@ D/E

“
Date Issued: JUN 30 2015 Place Issued: Abbott Santa Clara
IRIS V2 Effective (Date or

Supersedes: January 10, 2014 Lot Number): JUL 0 6 2015
CELL-DYN Sapphire and CELL-DYN Ruby Systems Declaration of Conformity
DILUENT/SHEATH (IRIS V3)

June 2015 Page 1 of |



a Abbott

Declaration of Conformity

Certificate Identification: SC-99644

Legal Manufacturer’s Name: Abbott Laboratories
Diagnostics Division

Legal Manufacturer’s Address: Abbott Park, 1. 60064 USA

List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
99644-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
93641-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
Authorized European ABBOTT
Representative (name and Max-Planck-Ring 2
address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation (name and 4551 Great America Parkway
address) Santa Clara, CA 95054 USA
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

Signature: \%W‘«vm Signature: ¢/ 51/1‘:/_ o

) \! \ = ) L7
Full Nanie: Barry Simpson Full Name: Marcy Jaqua
Position: Quality Manager Position: Regulatory Affairs, Director
Date of Approval: O, S_Pt . 2014 Date;of Approval: 0 Sep 2045
)
Date Issued: SEP 0 4 2015 Place Issued: Abbott Santa Clara
3 E ive (Date or Lot
S g RIS V4. Effective (
R January 10,2014 Number): SEP 11 2013
CELL-DYN ENZYMATIC CLEANER CONCENTRATE Declaration of Conformity
September 2015 (IRIS V5)

Page 1 of |



aAhbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-03H80
Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
03H80-02 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared

CN-FREE HGB/NOC LYSE

Authorized European
Representative
(Name and Address)

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: \$\,T‘q\)tg..mﬁ Signature: %(—4474_._\ W
3 Voo

=
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs
Date of Approval: 29 Swa. LOIE  Date of Approval: QJDUM 20/5
Date Issued: JUN 30 2015 Place Issued: Abbott Santa Clara
Supersedes: -]]I:riga:;zm‘ 2014 5281?::5;3;& . JUL 0 6 2015

CELL-DYN Ruby/3200 Systems
CN-FREE HGB/NOC LYSE
June 2015

Declaration of Conformity
(IRIS V3)
Page 1 of |



aﬂbbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity

SC-08HS52

Abbott Laboratories

Diagnostics Division

Abbott Park, IL 60064 USA

Representative

(Name and Address)

List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
08H52-01 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared
WBC LYSE
Authorized European ABBOTT

Max-Planck-Ring-2
65205 Wiesbaden, Germany

documentation

Storage site of technical

(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature;

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Barry Simpson

Site Quality Manager

29 Tun, 2015

JUN 3 0 2015

IRIS V2,
January 10, 2014

S
~ \W\‘f\?\'{ﬁi”___ ___ Signature:
\

Full Name:

Position:
Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

CELL-DYN Ruby and CELL-DYN 3200 System Reagent

WBC LYSE
June 2015

Cﬁwf—a Ty

Marcy Jaqua

Director, Regulatory Affairs
L/QOW 22/8
Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V3)
Page 1 of |



MHOXECTBO «OKOLLEK» HA CEHCOPHOM 3KPaHE U
nporpaMmMHoe obecredveHre Ha ocHoBe MS Windows
OenaroT padboTy onepatopa Nerkom v ygobHou

Ypno6cTBO Ang Bcex

e OkHa nporpaMmbl NPOCTbI 1 YA0OHbI B

yrpasneHun.

¢ [IporpammHoe obecreqeHne No3BoNseT
onepaTopy HacTpaviBaTb BUA U MEHIO OKHa (Ha

OCHOBe 6asbl AaHHbIX SQL).

* YNoOHble MOACKA3KM MOMOratoT

ONMTUMM3NPOBAaTL PaboTy oneparopa.

O6paboTka gaHHbIX

¢ KoMMeHTapun K peaynstatam, OCHOBaHHbIe Ha cucTeme
npaBusi, NO3BOMAKOT CTaHAAPTU3NPOBAaTL NabopaTopHbIe

100 npasun 1 oo 48 Kom

MPOLIECCHI AJ151 TOro, YTOObl COOTBETCTBOBATL TPEOOBAHNAM
Bawuen nabopartopun. Bbl MOXeTE 3anporpaMmmmnpoBaTh 40

MEHTapWEB, YTO NMOMOXET CTRYKTYPU-

poBaTb MPOLIECC 06pPabOoTKM NHDOPMALANA.

O =

Soag 1. Lt Bl B

o ABTOMATUHECKMI MOHUTOPUHI COCTOSHISA e - | —
peareHToB. B
..-::" :ﬁ.::&unu;ﬂ-nm—::m;—_f-fuu-uwn
Jlerko BbINONHNTb fa)ke HEPYTUHHbIE 3aAaqun « Cmert _
? it e

e DyHKLMN KanMOPOBKMK.
e MeHto «HELP».
e Buaeo-noackasku.

KoHdurypaumsa 6ezonacHocTu

Bxopn onepaTtopa B cUCTeMy 3allMLLEH NapOonem

C PasnM4YHLIMIA YPOBHAMM 3aLLMTI,
QC-daiinbl

B0O3MOXXHOCTb XpaHeHUst B MaMaTu

00 500 thannoB N0 KOHTPOSMO KavecTsa.

e [ T ——
fin
—yr—
re—
IEEEE——
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i
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Pe3ynbTaTtbl aHanu3a — B BUAE guarpamm
VHchopmauws o neikoumTax, apuTpoLmUTax 1 TpoMBoLMTaX
B 06paaLie NauveHTa i KOHTPONbHOM 06pasLie HarnsAHo
oTo6paxaeTcs Gnaroaaps LIBETOBOW MapK1POBKe, NErko
3ameTuTb 06pasuipl ¢ hnaramu. OnepaTopbl MOryT BbiON-
patb 0 9 pa3nnyHbIX CKATTEPOrPaMM Of\HUM HaXaTIEM
KHOMKM.

LR

" & :___ =
[ -7 § 1 §N=]=] ]=]
NaeHTU(MKALMOHHDIA KOA KOHTpONs
kayectsa (QCID)
B okHe QC-VIEW Bl MOXeTE Nepextoyarest ¢ rpachikos

JleBy-LDxeHHMHrCa Ha CyMMapHbIA OTHET MPY MOMOLLA HIDKHEN
1eBOi (hyHKLMOHanbHoi Knasuin QCID L-J Plots /QCID DATA.

PesynbTatbl aHanu3a TonbKo

NS BHYTPMNabopaToOpHOro UCNoNb30BaHNS
Pexxiim Lab View BKMIOYAET AONOAHUTENbHbIE NapaMETPbI
ISt BHYTPNABopaToOpHOro 1cnonb3oBaHums. Mpu audde-
PEHLIMPOBKE BKIMIOYAIOTCS Takke aGCOMOTHOE U MPOLIEHT-
Hoe 3HaYeHNs CIeAyIOLLVX NAapaMETPOB: NaNOYKOsSIEPHbIE
HETPOCNNbI, HE3PENble FPaHYNOLMTLI, BNIACTHBIE KNETKY,
aTVNMNYHBIE NMMOLWTSI. [JoNONHUTENbHbIE remMaTono-
TYecKyie napameTpbl — TPOMBOKPHUT W pacnipeseneHne
TpoMOOUWTOB.

I
{

NHH RN

TexHuyeckoe 00CNyKMBAHME UHCTPYMEHTA
Bcsi nHdopmaums 0 TexHM4eCKom 00CNYKUBAHUN NHCTPY-
MeHTa OTPXEHA Ha OfHOM 3kpare. On-line MHCTPYKLmS
N5 onepaTopa 1 BUe0-NOJACKa3KM MoMOratoT BbINONHSATL
BCE HEOOXOAMMbIE MPOLIEYPbI.

XKypHan AaHHbIX

XpanuTes 1o 10 000 haiinos, coaepXaLyx MHpopMaLmio
0 NauveHTax 1 peaynbTarax KOHTPONS KayecTsa.
MHdopmaLmio MoxHO 6bICTPO HaiATh Gnarofapsi npocTomy
11 NOHSITHOMY MEHIO Novcka.

[MpocTo. OTNNYHO. TEXHONOMMYHO.

NPON3BOAUTENIbHOCTb
O0B5bEM OBPA3LIA
PEATEHTbI
TEXHOJIOTMA
JlekouwTbl 1 AnchepeHLMpoBKa

TpomboLuTI

PeTukynouuTbl

O6paboTka gaHHbIX
¢ OnepauyoHHas cuctema
Ha ocHoBe Microsoft Windows
* KoMMeHTapuu K pedynsTatam, OCHOBaHHbIe Ha
npasunax:
— MpaBuiax NPUHATYIS PeLleHns
— o 100 npasun
— [0 48 KOMMEHTapueB K pesy/statam
— MOJHOCTBIO HacTpavBaemMble nog, TpeboBaHns
nadoparopumn
®  CeHCOpPHbIA MOHUTOP
o [NonHbIA KOHTPONb KadecTBa Ha 6opTy
— CyMMapHbil OTHeT 1 rpadomku Jlesu-
[xkeHHnHrca
— CKOMb3sLLee cpeaHee (Bkto4as
OV dEPEHLMPOBKY NENKOLTOB)
— npaswna Bectrappa
® XpaHeHwue 10 000 pe3ynsTaTos ¢ rpadvkamv B
namsTn
® BO3MOXXHOCTb COCTaBfeHNs paboyero amcTa
e [porpaMmmpyemMble rpaHiLbl HOPM NaLveHTa
o [lonHble faHHble O nauveHTe
e CunTbiBaHue WTpUX-kopa: Code 39, Codabar,
Code 128, Interleaved 2 of 5, ISBT
® On-line NOMOLLIHVK NPOBeAEHVS aBTOKaNMBPOBKM
e BCTpoeHHOe PyKOBOLACTBO MOMb30BaTesst

TemnepaTtypa oKpy>xaiowein cpefbl
BO Bpemsi paboTbl
e o1 15°C go 30°C

BnaxHocTb
e OTHOCUTENbHAs BNaXkHOCTb < 80%,
OTCYTCTBME KOHAEHCaTa B MOMELLEHNN

CooTBeCcTBYyeT CTaHAapTam u Tpe6oBaHMAM
6e3onacHocTU

uL

CSA

IEC 1010

CE Mark

000 «3660T1T JlabopaTopmna»
[unarHocTyeckoe oTAeneHne

141400, Poccusa, MockoBckas 0bnacTb,
r. XuMKW, yn. JIeHnHrpaackas,
Bnagenne 39, ctpoeHne 5

Ten.: (495) 258 42 70

dakc.: (495) 258 42 71
http://www.abbottdiagnostics.com/

Cell-DYN
[locTOBEPHbIE PE3YNETATHI

[ 1peBOCXOOHbIV pe3ynsTaT ¢ NepBoro pasa

C NepBOro pasa

PeXxum ans onpepeneHnsi Ppe3NCTeHTHbIX K N3ncy
3pPUTPOLMTOB.

CooGuwaeT 60onblue pe3ynbTaToB NogcyeTa
nenkouuntos u nx gucdepeHUMPOBKN NO NONYyNALUSM
y>Xe npu NepBoM U3MepeHuu, faxe npu Hanu4um
NaToNIorM4ecKuX KNneTok u uHtepcepeHuun.

[lo 84 06pa3LoB B Yac npu cTaHaapTHoM pexxume «CBC + Diff»

150 MK B OTKPBITOM pexume, 230 MK — B PeXXUME aBTo3arpy3ymka

e TpexmepHbI ONTUHECKNIA aHaNN3 SPUTPOLIMTOB BKIKOHAET
B cebs NoAcHeT, onpeneneHne MHOEKCOB 3pUTPOLMUTOB U
MOACHET PETUKYIOLNTOB.

Bcero 4 peareHTa, BKM0Yas PETUKYNOLMATSI

e TexHonorus MAPSS (MHoroyrnoBsoe pasgeneHue
NoNSPU3aLIMOHHOMO NMyyKa) obecnevmsaeT
TOYHOE NIa3epPHO-OMTUHECKOE CHUTbIBAHWE NpK
OO PEPEHLMPOBKE NENKOLNTOB.

YeTblpexyrnoBoil ONTUYECKWIA aHanu3 auarpamm paccensanus — MAPSS
e TexHonorvs ONTUHECKOro aHamM3a SpUTPOLIMTOB

[IByXyrnoBoii ONTUYECKNIA aHanua, 683 AOMONMHUTENbHOMO PearexTa,
MO3BOJISIET COKPATUTL KOMMHYECTBO MA3KOB.

6€e3 HeobX0ANMOCTY NMOBTOPHOro TeCTUPOBAHNA

HoBblit MeTo ¢ MeTuneHoBbIM citHumM NCCLS, o ToyHas NaEeHTUVKALWS KNETOK 6narofapst U3MepeHmio Yno6Hoe 1 npocToe nporpammHoe o6ecne4yeHue.

TEXHONOrng an)KMSHeHHOI?I 0Kpackun
NPV HETLIPEXYTNIOBOM PACCEAHNN. o OnepaTop NIErko HACTPOWT OKHO ANCHIES.

°  MHOXeCTBEHHbIV aHaNN3 cKaTTeporpamMm 4ns
NOEHTUDUKALMN NATONOMNYECKNX KNETOK U
NHTEPdEpeHLMI.

®  [/IHCTPYMEHT CrpaBfsieTcst He TOMbKO C PYTUHHBLIMM
3apa4amu.

Onpepensiembie napameTpbl Bcero Tpu peareHTa Ans NofHOro aHanu3a KpoBM C

OnTuyeckoe onpegeneHne TPOMGoOUNTOB.

JIEAKOLMTDI 3PUTPOLWTBI TPOMBOLWTBI PETUKYJIOLWTDI ancddepeHLnpPOoBKON NeNKoOUUTOB Mo 5-Tu nonynsuusm.
NOG woc NEU REC HGB oLT RETICH AocToBepHbie pe3ynbTaTbl NPY NEePBOM N3MEpPEHUN. ) 3
o JIN3npytoLLIniA peareHT AN NeNKOLUTOB.
o Y o - i WPV e e [1ByxyrnoBOM ONTUHECKMI aHaNM3 NO3BOSSIET akKypaTHO 5 }
WOND i 05 Ve - ;Oﬂc:éAT:Tb KOMMYECTBO W pa3Mepbl TOOMOOLIMTOB YKe ° bBecunaHnaHbIz MSVPYIOLLMIA peareHT ANs remornodrHa.
- BASO "3 RO Retic P PBEOM MSMEPEHMA. ) o [InntoeHT/pOoKYCHPYIOLLIIA peareHT.
" e CHmKeHa HeobxoaMMOCTb MOBTOPHbBIX TECTUPOBAHNI,
00bI4YHO CBA3aHHasA C BAVSIHNEM MUKPOLIMTOB, (dparMeHToB
3PUTPOLMTOB N NENKOLMTOB, 1 OPYrX KNETOK.
JAvnanasoH aHanUTU4eCKNX N3MepeHnin
NAPAMETPbI LWANA30H EAUHULbI
WBC 0,02-246,8 x 10%/mKn
RBC 0,00-7,50 X 108/Mkn
HGB 0,0-25,0 r/an
HCT 8,3-798 %
MCV 58-139 fl
RDW 10,0-29,8 %
PLT 0,00-3000 X 10%/MKn
MPV 4,3-17,2 fl
RETC 0,2-22,9 %
Tpe6oBaHUS K UCTOYHUKY NUTaHUS
moaysb HAMPSKEHME YACTOTA MAKCUMA/LHOE MAKCUMAJIbHOE
HAMPSDKEHWE ~ NOTPEBJIEHUE 3HEPTUU
Aanuaatop 100-240 VAC 50/60 + 3Ty 05-22A 550 BT
[Lucnneii 100-240 VAC 50/60 + 3y 0,7A 50 Bt
Pasmepbl
MOAY/Ib  BbLICOTA  IUMPMHA  [NIYBMHA BEC
Ananusarop 49,9 cm 86,4 cm 76,8 cm 105,2 kr
Mpuntep 3aBu1CKUT OT pa3MepoB KOHKPETHOI MoZenu C E L L— DY N

Rubis

---—-v1

CELL-DYN Ruby siBnsieTca CO6CTBEHHOCTbIO
kopnopauun Abbott Laboratories B pasnunyHbix
topvcavkumsix. Bce gpyrne ToproBble Mapkum
ABNAOTCA COOCTBEHHOCTBLIO MX NpaBoobnafaTenei.

CELL-DYN

Rubus

i

Abbott
Hematology

Abbott

A Promise for Life

[ntoc HoBble BO3MOXXHOCTM
nporpammMHoro obecne4veHnsa sepcumn 2.0!

Jlyywee ns nHHosauun.



90° «[lonb4aTtocTb»

[emartonorua ot Abbott.
DD PEKTVBHOCTL C NEPBOro pasa

MocnepoBaTtenbHoe, YeTKoe
pa3peneHue KneTok 6narogaps
npumeHeHntio MAPSS TexHonorum

10° CnoXXHOCTb CTPOEHNS

r 0° Paswvep

Pa3peneHue ogHOBpPEMEHHO

nop 4 yrnamu

1. Pa3geneHne MOHOSLEPHbIX 1
_ NONUMOPMHBIX KNETOK

3. PaspeneHue 6a3otunos,
MMCOLNTOB,
MOHOLUTOB

NasepHas TexHonorus MAPSS.
Bonee BbICOKMI YPOBEHb MCCNEAoBaHs KNeTOK.

* AHanmaartop «npocmMatpueaeT» 4o 10 000 kneTok
3 OAHOIrO pa3BeaeHs], UCMOob3Ys OAVH peareHT.

e Qukenpyetesa 0o 40 000 MHDOPMALIMOHHBIX TOYEK.

Peaynbrathl MAPSS oTobparkatoTcsl B BUAE HECKONMBbKMX MPOCTbIX

LIBETHbIX CKaTTEPOrpamMm.

e [lpoBoanTCA pasgeneHne nonynaumn HeMTPOUIOoB,
3031HOMNOB, 6a30(hMNOB, MOHOLTOB 1 IMMAOLMTOB.

*  VOeHTUdULMpYIoTCs 1 KnaccumUMPYOTCS! He3pesible KNeTKU,

a TaKKe NHTepdEepeHLs.

2. PaspeneHue
Ha HeMTPONbI U
3031HOMUNbI

TpexmMepHbI ONTUYECKNIA aHANN3 3PUTPOLTOB

YBenuunMBaeT TOYHOCTb N3MEPEHS SPUTPOLIMTOB,
BKItOHas PETVIKYMOUWTLI, 6narofaps TeXHOMomm
TPEXMepHOro aHanmaa.

* /lcknounTensHas TOHHOCTb MAEHTUMMKALIM KNETOK
OOCTUraeTcs 3a CHET namepeHnin nog yrnamm 0°, 10°
1 90°.

* llccnenoBaHvie PETVKYOLMTOB MPOBOOUTCH C
MOMOLLBIO paccenBaHua nog, yrnamm 0°, 10° 1 90°.

4. OTo6paXkeHme gty
HOPMaJIbHbIX
nonynauuin

MpuHumn guddepeHunpoBkU U Knaccudukauum knetok MAPSS

Pasmep CnoxHoctb [lonbyatoctb [paHynsipHOCTb Knaccudmkauyms

. 1 2 3 4

L 165 162 116 32 POLY  NEUT — —
60 64 15

6
7 99

9 21
4 148 182 104 118
5 90 110 28 8 — BASO —

°  AHanM3 peTUKyIOLMTOB OCHOBaH
Ha cTaHgapTax NCCLS/ICSH
(MexxpyHapogHon degepariym
KIMNMHUYECKON XUMUN 1
nabopaTopHON MeanLHbI /
MexxayHapoaHoro coseta no
CTaHOapT13aumm B reMaTonorim).

Pa3mep 3pUTpOLUTOB U UX
pacnpefeneHue no pasmepam
oTOOpaXatoTCs B BUE
TUCTOrpaMMmbl, MOCTPOEHHOM
Ha OCHOBE BbIYNCNEHNS
00bEMOB KNETOK,
MONYYEHHbIX C MOMOLLbHO
pesynbTaToB U3MEPEHNs
nog yrnom 0°, 10° n 90°.

[1BYMEPHbIA ONMTUHECKMIA aHaNN3 TPOMOOLTOB

Hanbonee To4YHbIN NOACHET KONNYecTBa
TPOMOOLMTOB MPY Pa3INYHbIX MNaTONIOMMSIX.

[ByxyrnoBow aHanms noseonseT oTaAeNMTb
NonynALWO TPOMGOLMTOB OT MOMYSISLMM
SPUTPOLINTOB.

CHwKeHa nHTepdepeHuust oT
MUKPOLIMTAPHBIX SPUTPOLIMTOB, LLM3OLITOB,

hparMeHTOB PUTPOLMTOB 1 APYIVX KINETOK.

e Bonee TO4HbIE pes3ynbratbl Noy4YeHbl:

6e3 MOBTOPHOIo TeCTnpoBaHnA 1
OONONHNTESIbHbLIX peareHToB,

B MPVICYTCTBUN arperaTos WU MraHTcKmx
TPOMOOLMTOB C MOMOLLbIO TEXHOSIOMM
[BYMEPHOIO pasfeneHus,

Ha TPOMBOLIMTONEHMYECKIX 0bpasLax,

Ha obpasLiax ¢ TpPoMOboUMTO30M 6e3
BbINOSIHEHWS Pa3BEAEHNS.

HeTblpeXMepPHbIN aHan3 NENKOLTOB

PesynbraThl NOACHETOB U MAEHTUMMKALN NENKOUMUTOB
COOBLLAIOTCA NMPY OOHOKPATHOM TECTUPOBAHUM OadKe
MNPV HANN4M NATONOMMYECKMX KNETOK N MHTEPdEpeH-
umn. Takum 06pa3omM MOBTOPHbLIN aHaNM3 He TPebyeTcs.

e CHWKaeTcst HeoBXOaMMOCTb BbINONHEHNS Ma3KoB,
KOTOPbIE 0BbIYHO MPOBOAAT M3-3a BAUSHWS TAKMX WH-
TepdepeHTOB, KaK SAPOCOOeKaLLINE SPUTPOLNTI,
arperatbl TPOMGOUMTOB 1 (OParMeHTbl KNETOK.

TexHonorna MAPSS nossonsieT
MPEANONOXUTb HaNM4ne Pe3ncTeHT-
HbIX K JIN31CY SPUTPOLIMTOB. Takune
00pa3Lbl MOXHO MpPoaHaIM3MpPoBaThb
MOBTOPHO B CreUvaibHOM pexxmme
019 NIN3NC-PEBUCTEHTHBIX SPUTPO-
LIMTOB 6e3 MUKPOCKOMUPOBAaHMS
Ma3KOB.

(Cm. pucyHkm 1 1 2)

Hentpodmnbl 1 303u-
HO(WIbI OTAENSIOTCS
0T NMcOLNTOB,
MOHOLMTOB 1 6a30(m-
OB 3a CYET pasnnymmn
B X CTPOEHUN U

HenTpodunel otaens-
10TCS OT 303MHONII0B
fnaroaaps pasnmuusam
B pacceuBaHuy no-
napu3oBaHHoro (90°)
1 Aenonsipu3oBaHHoOro
(90° D) cBera.

CErmMeHTUPOBAHHOCTK
(monbyarocTu) ux
anep.
~ e
.
[
y
basodunbl pa3aenatoTcs nocpea- B pesynbTate neikouuTsl
CTBOM OMpe/ieNeHus paamepa YeTKO AensTes Ha 5 no-
(0 rpamycoB) K CNOXKHOCTY CTPOE- nynALmni.

Hus (10 rpamycoB),4YTo NO3BONSET
0T/INYaTb NIUMCOLMTBI Y MOHOLMTBI
no pasmepam (0 rpagycos).



a Abbott

Declaration of Conformity

Certificate Identification: SC-08H59
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
08H59-01 55866 CELL-DYN 26 Plus Control, Full Pack Self-declared
08H59-02 55866 CELL-DYN 26 Plus Control, Half Pack Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: (\M\w‘%ﬂ -
N N

Full Name: Barry Simpson

Position: Site Quality Manager

Date of Approval: 1% e, 2012

Date Issued: JUN 30 2015
IRIS V35
Supersedes: February 26, 2015

CELL-DYN 26 Plus Control
June 2015

Signature:

Full Name:

Position:
Date of Approval:

Place Issued;

Effective (Date or
Lot Number):

S Sy

Marcy Jaqua

Director, Regulatory Affairs

@W EO/E

Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V6)
Page | of 1
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Declaration of Conformity

Certificate Identification: SC-01H73
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, IL 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
01H73-01 58237 CELL-DYN Sapphire and CELL-DYN Ruby Systems Self-declared
DILUENT/SHEATH
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

- R - e
Signature: \E@,\‘V {" i P . Signature: AMJA %wu——
A

e : -

=

Full Name: Barry Simpson Full Name: Marcy Jaqua

Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: l"{ Nwq - L0 Date of Approval: o2 9&1.4@ D/E

“
Date Issued: JUN 30 2015 Place Issued: Abbott Santa Clara
IRIS V2 Effective (Date or

Supersedes: January 10, 2014 Lot Number): JUL 0 6 2015
CELL-DYN Sapphire and CELL-DYN Ruby Systems Declaration of Conformity
DILUENT/SHEATH (IRIS V3)

June 2015 Page 1 of |



a Abbott

Declaration of Conformity

Certificate Identification: SC-99644

Legal Manufacturer’s Name: Abbott Laboratories
Diagnostics Division

Legal Manufacturer’s Address: Abbott Park, 1. 60064 USA

List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
99644-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
93641-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared
CONCENTRATE
Authorized European ABBOTT
Representative (name and Max-Planck-Ring 2
address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation (name and 4551 Great America Parkway
address) Santa Clara, CA 95054 USA
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex I11 of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

Signature: \%W‘«vm Signature: ¢/ 51/1‘:/_ o

) \! \ = ) L7
Full Nanie: Barry Simpson Full Name: Marcy Jaqua
Position: Quality Manager Position: Regulatory Affairs, Director
Date of Approval: O, S_Pt . 2014 Date;of Approval: 0 Sep 2045
)
Date Issued: SEP 0 4 2015 Place Issued: Abbott Santa Clara
3 E ive (Date or Lot
S g RIS V4. Effective (
R January 10,2014 Number): SEP 11 2013
CELL-DYN ENZYMATIC CLEANER CONCENTRATE Declaration of Conformity
September 2015 (IRIS V5)
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Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-03H80
Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
03H80-02 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared

CN-FREE HGB/NOC LYSE

Authorized European
Representative
(Name and Address)

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: \$\,T‘q\)tg..mﬁ Signature: %(—4474_._\ W
3 Voo

=
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs
Date of Approval: 29 Swa. LOIE  Date of Approval: QJDUM 20/5
Date Issued: JUN 30 2015 Place Issued: Abbott Santa Clara
Supersedes: -]]I:riga:;zm‘ 2014 5281?::5;3;& . JUL 0 6 2015

CELL-DYN Ruby/3200 Systems
CN-FREE HGB/NOC LYSE
June 2015

Declaration of Conformity
(IRIS V3)
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Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity

SC-08HS52

Abbott Laboratories

Diagnostics Division

Abbott Park, IL 60064 USA

Representative

(Name and Address)

List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
08H52-01 61165 CELL-DYN Ruby, CELL-DYN 3200 Systems Self-declared
WBC LYSE
Authorized European ABBOTT

Max-Planck-Ring-2
65205 Wiesbaden, Germany

documentation

Storage site of technical

(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature;

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Barry Simpson

Site Quality Manager

29 Tun, 2015

JUN 3 0 2015

IRIS V2,
January 10, 2014

S
~ \W\‘f\?\'{ﬁi”___ ___ Signature:
\

Full Name:

Position:
Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

CELL-DYN Ruby and CELL-DYN 3200 System Reagent

WBC LYSE
June 2015

Cﬁwf—a Ty

Marcy Jaqua

Director, Regulatory Affairs
L/QOW 22/8
Abbott Santa Clara

JUL 06 2015

Declaration of Conformity
(IRIS V3)
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