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R&D Systems ans in vitro pnarHocTmkm

a bietechne brand PyKOBOACTBO NONb30BaTENSA

lNMpedHa3HayeHue

KoHTponu npowussoactsa R&D Systems — remaTonornMyeckmMe KOHTPOJIbHble MaTepuanbl, nNpegHasHayeHHble ANA OUEHKM TOYHOCTU W
BOCNMPOM3BOAUMOCTU pe3y/IbTaTOB N3MePEeHUA Ha reMaTO/IorM4eCKUX aHa/IM3aTopax.

Kpamkoe onucaHue

KAnHnyeckum na6opaTopva HYXeH maTepunan ona nposeaeHnA KOHTPO/IA KayveCTBa NPU aBTOMATUYECKUX, NONYaBTOMATUYECKUX U PYYHbIX
MeToAax M3MepeHMs NapameTpoB LeNbHOM KposW. ExkeAHEeBHOE MCMOAb30BaHME LAHHOTO KOHTPO/IbHOTO MaTepuana ABAAETCA HagEXHbIM
CPeACTBOM OLEHKU TOYHOCTUM U [OCTOBEPHOCTM PE3Y/bTaTOB U3MepeHus. MCnonb3oBaHWe MNpenapaToB CTabUNM3MPOBaHHbLIX KNETOK A/A
KOHTPO/A paboTbl remMaToNorMYeckoro aHaausaTopa, ABAAeTCA 06WenpuM3HaHHOW BO BCEM MUpe MpOLEeaypod M HEeoTbemMeMOW YacTbio
Haa/exallel nabopaTopHOM NpakTUKK. Mpn 06paboTke KOHTPOJIBHOrO MaTepuana Kak npobbl NauveHTa U AajbHENWEM €ro U3MepeHUn Ha
NPaBWUAbHO OTKAaAMBPOBAHHOM aHanM3aToOpe, Pe3y/abTaTbl M3MEPEHWUA KOHTPOAA 6yayT HaxoAuTbCA B Npegenax AManas’oHa 3HayYeHwuw,
YKa3aHHbIX B Npuaaraemon Tabanue Lenesbix 3HAa4YEHUN.

Cocmas npodykma

KOHTPO/IbHbIV MaTepuan MOXET COAepaTb OAMH WU BCe C/edylolne KOMMOHEHTbI: CTabUNn3MpoBaHHbIE 3PUTPOLMUTLI, SIEAKOLMUTLI U
TPOMBOLMTBI YENOBEKA U/UAN MNEKONUTAIOLLMX, MMBO UX MMUTATOPbI, NPOYME KNETKM KPOBM B N1a3MONOL06HOM pacTBope ¢ KOHCepBaHTaMM
1 ctabununsatopamu.

Ycnosus mpaHcnopmupoeKu u xpaHeHus. CmabunbHocme npodykma

FTemaTonormyeckmii KoHTposb R&D Systems cTabuneH 40 OKOHYAHWMA CPOKA FOAHOCTWM, YKA3aHHOTrO Ha npobupke, NpuW XpaHeHuU B
xonoannbHuKe npu temnepatype ot 2°C ao 8°C. CtabunbHOCTb Nocne BCKPbITUA NMPOBUPKKM: OT 8 A0 21 CyTOK (CM. BKAagbllw B YMNaKoBKe
KOHTPO/IfA), NPU COBNIOAEHUN YKA3aHHbIX YCIOBUIA XPaHEHUSA M UCMOb30BaHWA. He Mcnonb3yiTe KOHTPOJIb NO UCTEYEHMU CPOKa FOAHOCTU
naptumn!

UHcmpyKyuu no ucnosno3o08aHuto

Mepes HaYyaNoOM PerynsapHOro UCMob30BaHWUA HOBOM NAapTUM KOHTPO/IA, PEKOMEHAYETCA MOATBEPAMUTL MPAaBUAbHOCTb 3HAUYEHWUI, MONYHEHHbIX
C HOBOW NapTueit. MicnbiTaHWe HOBOWM NapTUM CNeayeT BbINOAHATL Ha MCMPaBHOM Npubope Npu AONYCTUMbIX 3HAUYEHUAX PE3Y/IbTaTOB KOHTPOAA
KayecTBa, MOJMIYYEHHbIX C WMCMOJ/b30BaHWEM npegblayweid naptmv. CpefHAs BenuyuHa, nojydeHHas B nabopaTopuu, AO/IKHA NexaTb B
npegenax AvanasoHa pesy/bTaToB aHanu3a.

e [locTaHbTe NPOBMPKY C reMaTosIorTMYecKMM KOHTPOJIEM M3 XONOAM/IbHMKA W AailTe emMy HarpeTbCA A0 KOMHATHOW <
Temnepatypbl (18°C - 25C°) B TeyeHne 10-15 muHyT.

e TwaTtenbHO NepemeLlanTe KOHTPObHbLIM MaTepuan, NNaBHO BPaLLAn NPOBUPKY MeXAay NaflOHAMU B TeYEHUE
20-30 cekyHA, nepuoamyeckn eé nepesopaymBasn. He BCTpAXMBATE Pe3KO M HUKOrAA He UCNOJb3yitTe

mMmexaHunyeckue na60paT0prIe MemanKM/MMKCepbl. <~
e HenocpeAcTBeHHO nepes, U3MepeHeM KOHTPOIbHOrO MaTepuasna 8-10 pas nnaBHO NepeBepHUTE NPOBUPKY H
BBEPX-BHU3. ;
<

e BbinonHute n3mepeHne KOHTPONbHOrNO MmaTephasa TaK, KaK YKa3aHO B pPYKOBOACTBE NONAb30BaTeNnA Ballero
remaTo/IOrMYecKoro aHanMsatopa B pasgene « KOHTPo/Ib KayecTBa»

e [locne UsmepeHus, yaanuTe oCTaTKM KOHTPOIbHOTO MaTepuana ¢ NPobUPKU U C BHYTPEHHEW YacTU KpbilKM 6e3BopcoBoit candeTkoii. He
[JONycKaiTe NonasaHusa 3acoXLUMX YacTUL, KOHTPOAA BHYTPb Npobupku! 3akpoitTe NPo6UPKY KPbILKOW U NOMeCTUTE eé B XON0AUNbHUK A0
cnefyowero npumeHeHusi. KOHTPOAb He [AO/MKeH HaxoAWTbCA BHE XOMOAWNbHMKA 6Gonee nonyyaca. HenmosnHoe nepemeluvBaHue
COAEPKUMOro nepea, UCNosb30BaHUEM, MONKET CAenaTb HenpUMMEHUMbIMKM Kak oTobpaHHylo npoby, Tak M ocTaBwuiica B npobupke
KOHTPOJIbHbIN MaTepuan.

O2paHuveHusn

KoHTponu R&D Systems He npeaHasHauyeHbl 418 PyYHbIX MeToA0B auddepeHumanmnm NekoumuTos. B reMaTtonormyeckom KOHTposie NeiMKoLMTbI
UMUTUPYIOT pasmepbl, HO He MopdonorMyeckue NPU3HaAKU KPOBAHbIX 371eMeHTOB. KauecTBo NpoAyKTa rapaHTUPyeTCsa TO/bKO MPU MOJIHOM
cobntoeHMM YCI0BUIM TPAHCNOPTUPOBKM, XPaHEHMSA U UCNONb30BaHUA. He cnosib3yiiTe KOHTPO/Ib MO UCTEUEHUU CPOKA roaHOCTM napTum!

Oscudaemvbie pe3ynomamol

CpepHee 3HaueHuWe, NpUBEAEHHOE ANA KaXKA0r0 NapaMeTpa, PaccyUTbIBAaeTCA Ha OCHOBaHMM MHOTOKPATHbIX U3MEHEHMWI1 HAa OTKaIMBPOBAHHOM
aHanM3aTope U C MPUMEHEHMEM PYYHbIX pedepeHCHbIX MEeTOA0B. 3HaueHus, npuseaéHHble B Tabauue, NOaydYeHbl C MCMNO/b30BaHMEM
peareHToB, PeKOMeHA0BaHHbIX NPOU3BOAMUTENEM aHAM3ATOPOB, M MO3TOMY MOTYT UCMO/Ib30BATLCA A/1A KOHTPOIA paboTbl aHanM3aTopa, Ho He
ABNAOTCA 6eccnopHbIM MaTepuasom Aaa KanubpoekW. [JManasoH ABAAETCA OLEHKOMW, ANA OnpegeneHus KOTOPOM YUYMTbIBAIOT MPUCYLLYHO
MeToy HETOYHOCTb, OXUAAEMYID 6MONOrMYecKyl0 BapuabesbHOCTb KOHTPO/ILHOTO MaTepuana WM BO3MONKHbIE PA3INUUA  MEXAOY
nabopatopuamu.

B MeTOAMUYECKMX YKA3aHMAX U MHCTPYKLMAX BCErga roBOpMTCA O TOM, 4TO flabopatopua AO/MKHA cama yCTaHaBAMBATb CpeAHee 3HayeHue U
WHTEpPBa/ AOMYCTUMbIX 3HAYEHUI ONA KaxK4Oro napamertpa. Mpu 3ToMm cpedHue 3HaYeHUA KOHTPOASA, NOJyYeHHble nabopaTopuei, AOMKHbI




nonafaTtb B WMHTEpBan AONYCTUMbIX 3HAYeHUI ANA Hero. Pasnuuma 3HayeHWit B pasHbix nabopatopuax ob6yciosneHbl KannbposKoi
aHa/nM3aTopoB, UX 0BC/TYKMBAHWEM U TEXHUKOM OnepaTopa.

PekomeHayeTca, 4Tobbl KaxKaaa nabopaTopus ycTaHOBUIA CBOW COBCTBEHHbIE CpesHME BENMUYMHBI U AMANa30Hbl NPUeMIeMbiX 3HaYeHUH, a
npusefeHHble B TabiMLe LEeNeBbiX 3HaYeHUI MoKasaTesM, MCMNO/b30Bana TOIbKO B KadecTBe CMpaBoYHbIX. CpegHee 3HayYeHWe M MHTepBasn
AONYCTUMbIX 3HAYEHMIN ANA aHANM3aTOPOB, He NPUBEAEHHBIX B CMUCKe, CefyeT YCTaHOBUTL CaMoMy Noab3osaTesnto. Mpu pacyéte cpeaHmx
3HauYeHU pekomeHayeTcA NPoBoANTb He meHee 10 nocsiefoBaTesIbHbIX U3MEPEHUI A/1A KaXKA40ro YPOBHA Ha OTKaNMBpoBaHHOM aHasM3aTope.

Mpu3Haku HedobpokayecmeeHHO020 KOHMpPoAs

HeBO3MOMKHOCTb MOMYYUTb OXMAAEMble Pe3yNbTaTbl MOXET YKa3blBaTb Ha TO, YTO KOHTPO/b UCMOPYEH. Pacc/ioeHMe KOHTPOAA Npu XpaHeHUU
Ha COCTaBAAOLME: KIETOYHYIO Maccy 1 6ydep — AONYCTUMO, U He TOBOPUT O Hef06pOoKaYecTBEHHOCTU NMPOAYKTa.

ObecuBeumBaHme BCEro COAEPKMMOro NPobrpKM MOoXKeT BbiTb CleacTBMEM Neperpesa WAM 3aMOPaXKMBAHMA KOHTPOA BO BPEMA LOCTaBKM
WAN XpaHeHua. TEMHaA OKpacKa KOHTPO/JIbHOTO MaTepuana MOMET rOBOPUTb O TOM, YTO OH WMCMOpPYEeH, XOTA Hebo/bliMe M3MEHEHUA ero
OKPacKM A0MYCTUMbI, U UX HE CAeayeT NyTaTb CO Cly4aemM NMopUU KOHTPOIS.

Ecnn 3HaueHuA KOHTPO/1A HE NoNaAatoT B ANaNa3oH A0NYCTUMbIX 3HAYEHUN:

e  [lpoBepbTe, COOTBETCTBYIOT JIM 3HAYEHUA, YKa3aHHbIe B TabauLe LeneBblX 3HaYeHUH, npuiaraemoi K KoHTpoto R&D Systems 3HaueHuam,
BBEAEHHbIM B reMaTo/IorMYeckmii aHanmsaTop.

®  YTOYHWUTE CPOK FOL4HOCTM KOHTPO/IbHOM KPoBK. He MCNONb3YiATe NPOAYKT C UCTEKLLMM CPOKOM FOAHOCTH.
e [lpy HAaZIMYMMU BO3MOKHOCTM BbIMOSHUTE N3MEPEHME KOHTPOIA Ha APYrOM reMaTo/I0rMYeckom aHaamn3saTope.

L4 Bo3bmute HOBbIN d)J'IaKOH C KOHTposiem. EcAn 1 ero 3HayeHWA He yKNaAblBAlOTCA B AMaNasoH AO0MYCTUMbIX 3Ha‘-|eHVI§I, CBAXUTECb C
NOCTaBLWMKOM KOHTPOANA.

Mepoi npedocmopoxcHocmu

KoHTponbHble maTepuanbl R&D Systems npeaHasHauyeHbl UCKNOUUTENBHO ANA in vitro AuarHOCTUKU. KOHTpo/ibHble
IVD maTtepuansl R&D Systems AOKHbBI UCNOb30BATLCA TONILKO NOAFOTOB/NEHHbIM NEPCOHANOM.  KOHTPONbHbIN MaTepuan
R&D Systems noctaBnseTca roToBbIM K UCNO/Ib30BAHUIO.

Bce maTepuasnbl, UCMONb3yeMble B MPOU3BOACTBE AAHHOIO remaTo/IorMYeckoro KOHTPoAsA, 6blv NpOTeCcTMPOBaHbI, U
MoKasasinM OTCYTCTBME peakumnn nMbo oTpuLaTtesibHble pesy/ibTaTbl B OTHOWEHWUMW: MOBEPXHOCTHOIO aHTUreHa renaTtuTa B
(HBsAg) u supyca renatuta C (Anti-HCV); npu BbIABAEHUN aHTUTEN METOAOM reHHoi amnandukaumm (NAT) k BUY-1
(HIV-1); reHoTunupoBaHuem - onpegeneHmem PHK (HCV-RNA) Ha BMY-1,2 (HIV-1,2); aHTUTen K TpunaHocome cruzi (T
cruzi, Bo3byautenb 6onesnun Laraca); Bupyca 3anagHoro Huna (WNV); B ceponormyeckunx peakumsax Ha cupuamc (RPR
mnn STS), NpM NCNONb30BaHUN MeToA0B, pekomeHaoBaHHbIX U.S. Food and Drug Administration (FDA 21 CFR 610.40).
[aHHbI NPOAYKT TaKXKe MOMET COAEPHKATb APYrve BELLECTBA YE/IOBEYECKOTO U/ KMBOTHOTO MPOUCXOXAEHUA, ANSA
NCCNeA0BaHMA KOTOPbIX HET YTBEPKAEHHbIX TECTOB.

MOCKONbKY HU OOMH W3 CYLLECTBYIOWMX TECTOB He AAET MOAHOM rapaHTUWM OTCYTCTBMA Yes0BEYECKMX MNaTOreHos,
KOHTPOJIbHbIA MaTepuan ciedyeT PacCMaTpuBaTb KaK MOTEHUMANbHO MHOEKUMOHHbIM M 06palatbCd C HUM C
cobaoaeHMeM COOTBETCTBYIOLMX NPaBMA B1oaormyeckolt 6esonacHoCcTu.

Mpv npoBegeHUU nccnenoBaHUit cobntopaiite AencTByloWMe HOPMaTMBHbIE TPeboBaHMA MO TexHUKe BesonacHocTH
paboTbl B MeauumHCKMX nabopatopusax (FTOCT P 52905-2007). CornacHo npaBuaam Hagjexauwei nabopaTopHoi
NPaKTUKK, BCE MaTepuanbl YeNOBEYECKOrO MPOMUCXONKAEHUA AOKHbI CYMTATLCA MNOTEHLMANbHLIMU UCTOYHUKAMM
MHOEKLMM, MOSTOMY MPU 0BpaLEHUN C HUMKU HEOBXOAUMbI Te Ke Mepbl NMPefoCTOPOXKHOCTU, YTO U Npu paboTe ¢
06pasLamu, B3ATbIMM Y NALUEHTOB.

[emMaToNI0rM4Yecknii KOHTPOAb CeAyeT YTUAN3MPOBATb KakK MHGEKLMOHHDI maTepuan.

8°C KoHTponbHbIN maTepman R&D Systems cneayeT xpaHuUTb Npu TemnepaType 2°C -8°C.
20 He HarpeBaTb u He 3amopakKuBatb! KOHTPO/Ib HE COXPaHAET CBOMX CBOMCTB MOC/IE 3aMOPAXKMBAHUA U NOC/NEAYHOLLErO
pPa3MOpaXKMBaHMA.
u R&D Systems, Inc. - 614 Mc Kinley Place N.E. - Minneapolis, MN USA 55413
C € Bio-techne® - 19, Rue Louis Delourmel, CS 49228 Noyal Chatillon Sur Seiche, 35092 Rennes Cedex 9, France
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CBC-3K

CONTROL

ASSAY VALUES AND EXPECTED RANGES KK119
TABJIULA 3HAYEHUI 1 OXKUJIAEMBIX PE3YJIbTATOB
QCP Data Months : May, June g 05-07-2024
Tlepuoa npuMeHeHus: Maii, Hionb

Instruments :  ABBOTT

I contror  Ji| I controL I N ] I controL [ H ]
Instrument Parameter / Paramétre LOT KK119L LOT KK119N LOT KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
ABBOTT WBC/GB (WOC) 10°uL & 10°/L 3,0 +04 74 +10 19,4 +25
WBC/GB (NOC) 10%uL & 10°/L 33 +04 7,7 +1,0 215  +25
CELL-DYN 3200* NEUT# 10°/uL & 10°/L 14  +05 4,7 +15 136  +39
NEUT% % 47,0 +10,0 63,5 +10,0 700  +100
Version 2 1.8 LYMPH# 10°/uL & 10°/L 12 +06 18 +12 2,9 +24
LYMPH% % 40,0 +12,0 24,0 +12,0 150  +90
Assay values obtained MONO# 10%uL & 10%L 0,2 +0,2 0,5 +05 1,0 +10
in QC Mode. MONO% % 8,0 +80 6,5 +65 50  +50
Valeurs obtenues EOS# 10%/uL & 10°/L 0,1 +01 0,3 +03 16 +16
en Mode QC. EOS% % 3,0 +30 4,0 +4,0 80  +80
BASO# 10°/uL & 10°/L 01 +£01 0,1 +01 04  +04
BASO% % 2,0 +20 2,0 +20 20  +20
RBC/GR 10%uL & 10%/L 2,10 +0,18 4,81 +0.24 537 +0.28
Hgb gldL 55 +04 138 +06 16,7 +08
gL 55 +4 138 +6 167 +8
mmol/L 34  +03 8,6 +04 104  +05
Het % 155 +18 39,7 +25 46,2 +35
L 0,155 +0,018 0,397 +0,025 0,462 +0,035
MCV/VGM fL 74,0 +50 82,5 +50 860  +50
MCH/TCMH pg 26,2 +28 28,7 +24 31,1 +24
fmol 1,62 +018 1,78 +0,16 1,93 +0,16
MCHC/CCMH gldL 354  +36 34,8 +30 36,2 +30
gL 354  +36 348 +30 362 +30
mmol/L 21,9 +23 21,6 +18 24  +18
RDW/IDR % 15,0 +30 15,0 +30 135  +30
Plt 10°/uL & 10°/L 80 +22 242 +45 474 +70
MPV/VPM fL 54 +30 58 +30 56 +30
ABBOTT WBC/GB (WOC) 10°/uL & 10°/L 3,0 +04 74 +£10 194  +25
WBC/GB (NOC) 10%uL & 10°/L 33 +04 7,7 +10 215  +25
CELL-DYN Ruby NEUT# 10°/uL & 10°7/L 14  +05 47 +15 13,6 +309
NEUT% % 47,0 +10,0 63,5 +10,0 700  +100
LYMPH# 10%/uL & 10°7/L 1,2 +06 18 +12 2,9 +24
LYMPH% % 40,0 +12,0 24,0 +120 150  +90
Assay values obtained MONO# 10°/uL & 10°7/L 0,2 +0,2 05 +05 1,0 +10
in QC Mode. MONO% % 8,0 +80 6,5 +65 50 +50
Valeurs obtenues EOS# 10°/uL & 10°/L 0,1 +01 03 +03 16 +16
en Mode QC. EOS% % 3,0 +30 4,0 +4,0 80  +80
BASO# 10°/uL & 10°/L 0,1 +01 0,1 +0,1 04  +04
BASO% % 2,0 +20 2,0 +20 20  +£20
RBC/GR 10%/uL & 10"/ 2,10 +0,18 4,81 +0.24 5,37 +0.28
Hgb gldL 55 +04 1338 +06 16,7 +08
g/L 55 +4 138 +6 167 +8
mmol/L 34  +03 8,6 +04 104  +05
Het % 155 +18 39,7 +25 46,2 +35
LL 0,155 +0,018 0,397 +0,025 0,462 + 0,035
MCVIVGM fL 74,0 +50 82,5 +50 86,0  +50
MCH/TCMH pg 26,2 +28 28,7 +24 31,1 +24
fmol 1,62 +0,18 1,78 +0,16 1,93 +0,16
MCHC/CCMH gldL 354  +36 34,8 +30 36,2 +30
gL 354  +36 348 +30 362 +30
mmol/L 21,9 +23 21,6 +18 224  +18
RDW/IDR % 15,0 +30 15,0 +30 135  +30
Plt 10%/uL & 10°/L 80 +22 242 +45 474 +£70
MPV/VPM fL 54  +30 58 +30 56 +30

Flags generated on control material may be disregarded.
*'Occasionally leukocyte cell populations are incorrectly identified. If this occurs, rerun the sample.
HHorsa BO3MOKHA HEKOPPEKTHAS HACHTHHMKAIMS TOMyJIALHIT IeikonuToB. B 9TOM ciyuae noBTopHTe H3MEpEHHE.
*Neut/Eos flips may occur after Reticulocyte analysis. Prime analyzer with whole blood to avoid.
Les Neut/Eos peuvent sortir des tolérances données aprés une analyse de réticulocytes. Aspirer des sangs humains pour nettoyer le circuit fluidique.
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Opened tubes are stable for 15 days or 15 thermal cycles (uses) or "pierces'".
Bcekpuimas npoéupka cmabdunvha 15 cymok unu 15 yuknoe nazpesanus/oxnaxicoenus.
ASSAY VALUES AND EXPECTED RANGES

TABJIMLIA 3HAYEHWM U OKUJIAEMBIX PE3YJIbTATOB

CBC-3K

CONTROL

[or]

QCP Data Months : May, June g 05-07-2024
[lepHos IPHMEHEHNS: Maii, Uons
Instruments : ABBOTT
I contror  J] || conroL ] | conroL  [u]
Instrument Parameter / Paramétre KK119L LOT KK119N LOT KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
ABBOTT WBC/GB 10%/uL & 10°/L 3,15 + 0,40 7,75 +0,80 197 +2,20
NEUT# 10%uL & 10°/L 145  +061 473 +£151 138  +370
CELL-DYN NEUT% % 460  +120 610  +120 700  +100
SAPPHIRE LYMPH# 10%/uL & 10°/L 1,28 +058 1,98 +1.23 2,96 +2,08
LYMPH% % 405  +£120 255  +12,0 150  +8,00
MONO# 10%/uL & 10°/L 027  +027 058  +0,58 118  +118
MONO% % 850  +850 750  +7,50 600  +6,00
EOS# 10%/uL & 10°/L 009  +0,09 031  +031 148  +148
EOS% % 300  +3,00 400  +4,00 750  +7,50
BASO# 10%uL & 10°/L 006  +0,08 016  +0,16 030  +0,30
BASO% % 200  +2,00 200  +2,00 150  +150
RBC/GR 10%uL & 10711 216  +018 485  +£0,20 549  +024
RBC-0/GR-0 10%uL & 10711 222 +018 485  +£0,20 542  +024
Hgb g/dL 580  +0,30 136  +050 162  +070
gL 580  +3,00 136 +500 162 +7,00
mmol/L 360  +0,20 843  +0,30 100  +050
Het % 164  +180 420  +£240 489  +3,00
LiL 016  +0,02 042  +0,02 049  +0,03
MCV/VGM fL 760  +500 865  +500 89,0  +500
MCH/TCMH pg 269  +280 280  +2,00 295  +2,00
fmol 166  +018 174 +016 183  +016
MCHC/CCMH g/dL 353  +360 324  +£280 332 +280
gL 353 +360 324 +280 332 +280
mmol/L 219 +£230 201 +180 206  +180
RDW/IDR % 165  +3,00 150  +3,00 135  +3,00
NRBC# ** 10%uL & 10°/L 0001  +0,001 0001  +0,001 200  +£1,70
NRBC/100WBC ** % 0001  +0,001 0001  +0,001 102  +870
Plt 10%/uL & 10°/L 72,0 +20,0 210 +40,0 418 +70,0
Plt-i 10%uL & 10°/L 930  +200 236 +400 453 +700
MPV/VPM fL 800  +3,00 780  +3,00 7,60  +3,00
Pct/Tht* % 006  +0,03 017  +0,04 033  +0,08
mL/L 060  +0,30 170 +040 330  +080
PDW/IDP* % 160  +3,00 165  +250 170 +250
Manual & Semi-Automated Methods / Méthodes Manuelles & Semi-Automatiques
I CONTROL Im CONTROL IE
Parameter / Paramétre LoT KK119L - KK119N Lot KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
Manual / Manuelle * WBC/GB 10%/uL & 10°/L 32 +06 7,7 +12 22,1 +26
Semi-Auto. RBC/GR 10%/uL & 10™/L 206  +018 475 +022 535  +0,25
Hgb g/dL 59  +04 140  +05 167  +08
gL 59 +4 140  +5 167  +8
mmol/L 37 £02 87  +03 104  +05
Het % 150  +25 375  +30 440  +£40
LiL 0150 0,025 0375  +0,030 0440 0,040
MCV/VGM fL 73 %5 79 £5 82  £5
Plt 10%/uL & 10°/L 67 +20 218 + 40 438 +70

CBC-3K may yield status alert messages on the Cell-Dyn Sapphire instrument.
Le CBC-3K peut donner des alarmes sur les instruments Cell-Dyn Sapphire.
PIC/POC errors may occur. Verify that the control is performing within assay range.
Des alarmes PIC/POC peuvent apparaitre, vérifier que les valeurs trouvées se situent a l'intérieur des valeurs cibles.

* Clinical signifiance has not been established for these parameters. Therefore, they are provided for laboratory use only.
* Aucune signification clinique n'a été établie pour ces parametres. Ces valeurs sont données a titre indicatif.
** The assay value of .001 and mean range of +.001 for NRBC and NRBC/100WBC is entered for the Low level and Normal level controls
since the instrument will not accept a value of zero. The NRBC concentration for the Low and Normal level is below the detectable level of the
instrument and such serves as the NRBC negative control.
** La valeur cible de .001 avec un écart de +.001, pour les paramétres NRBC et NRBC/100WBC, est entrée pour les niveaux
Bas et Normal parce que I'appareil n'acceptera pas de valeur a zéro.
La concentration en NRBC pour les niveaux Bas et Normal est au-dessous du seuil de détection de I'appareil et ainsi sert de

contrdle négatif pour les NRBC.
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bietechne eureckeLL

RIDsysteEms

®aiinbl AnA aBTOMATU3MPOBAHHOTO BBOAA AAHHbBIX MOMKHO
CKayaTb Ha caitte rndsystems.ru

Opened tubes are stable for 15 days or 15 thermal cycles (uses) or ""pierces".

Bckpvimasn npooupka cmadunvna 15 cymox unu 15 yuknoe nazpesanusn/oxnaxcoenus.

KK119

ASSAY VALUES AND EXPECTED RANGES

TABJIMLA 3HAYEHUI 1 OKUJAEMBIX PE3YJILTATOB

QCP Data Months :

Ilepuojt IpUMEHEHHS:

May, June
Maii, Mionn

CBC-3K

CONTROL

<

05-07-2024

®

Instruments :

ORPHEE (1)

| contro  Jif I controL I N ] I controL [ H]
Instrument Parameter / Paramétre LOT KK119L LOT KK119N LOT KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
ORPHEE WBC/GB 10%uL & 10°/L 24  £06 63 +15 17,1 +3,0
LYMPH% % 255  +195 145  +115 115  +90
MONO% % 245  +150 175 175 115  +115
Mythic 22 NEUT% % 470  +£400 635  +365 690  +310
EOS% % 25  £25 40  +£40 70 +£70
BASO% % 05 +05 05 £05 10 +10
LYMPH# 10%/uL & 10°/L 0,6 +05 0,9 +07 2,0 +16
MONO# 10%/uL & 10°/L 0,6 +04 11 +11 20  £20
NEUT# 10%/uL & 107/L 1,1 +09 4,0 +23 11,8 +53
EOS# 10%/uL & 10°/L 0,1 +01 0,3 +03 12 +12
BASO# 10°/uL & 10°/L 0,1 +£0,1 0,1 +01 0,2 +02
RBC/GR 10°/uL & 10™/L 215  +£020 475 £030 525  +0,40
Hgb gldL 45  £05 116  +07 150  +09
gL 45 x5 116 +7 150  +9
mmol/L 279 +031 720  +043 932  +0,56
Het % 171 +25 423 £30 479  £35
L/L 0171 +0,025 0423  +0,030 0479  +0,035
MCV/VGM fL 795  +55 891  £55 912  £55
MCH/TCMH pg 209  +25 244  £30 286  +£35
fmol 130  +016 152 +019 178 +022
MCHC/CCMH gldL 263  +30 274 £30 31,3  +£30
gL 263 +30 214 £30 313 +30
mmol/L 163  +19 170  +19 195  +19
RDW/IDR % 195  +50 185  +50 160  +50
Plt 10°/uL & 10°/L 100 +30 245 +60 470 +90
MPV/VPM fL 83  +50 91  £50 96  £50
PCT % 008 0,04 022  +0,12 045  +0,25
PDW/IDP % 120  +50 130  +50 140 +50
ORPHEE WBC/GB 10°/uL & 10°/L 2,6 +06 6,7 +15 18,2 +30
LYMPH% % 395  +120 225  +100 170 +90
MONO% % 95  +95 90  +90 50 +50
Mythic 60 NEUT% % 475  +100 645  +100 705  +100
EOS% % 25  £25 35  +35 70 £70
BASO% % 10 +10 05 +05 05 +05
LYMPH# 10°/uL & 10°7/L 1,0 +03 15 +07 3,1 +16
MONO# 10%/uL & 10°/L 0,2 +02 0,6 +06 0,9 +09
NEUT# 10%/uL & 10°7/L 1,2 +03 43 +07 12,8 +18
EOS# 10%/uL & 10°/L 01 +01 0,2 +02 13 +13
BASO# 10%uL & 10°/L 01 +01 01 +01 01 +01
RBC/GR 10%uL & 10711 215  +£0,20 470 +£0,30 525  +0,40
Hgb g/dL 49  £05 120  +07 152  +09
gL 49  +5 120 7 152 +9
mmol/L 304  +031 745  +043 944  +0,56
Het % 164  +25 412 £30 465  +£35
L/L 0,164  +0,025 0412  +0,030 0465  +0,035
MCV/VGM fL 763  +55 877  £55 886  +55
MCH/TCMH pg 228  +25 255  +30 290  +£35
fmol 141  +015 159  +019 180  +022
MCHC/CCMH gldL 299  +£30 291 +£30 327  +£30
gL 299 £30 201 +30 27 +£30
mmol/L 185  +19 181  +19 203  +19
RDW/IDR % 145  +50 135  +50 120  +50
Plt 10°/uL & 10°/L 90 +30 240 + 60 475 +90
MPV/VPM fL 81  +50 82  +50 86  +50
PCT % 007  +004 020  +012 041  +025
PDW/IDP % 115  +50 175 +50 200 +50

Flags generated on control material may be disregarded.
(1) Assay values provided by Bio-techne®, France.
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bietechne eureckLL
R svsteEms

Opened tubes are stable for 15 days or 15 thermal cycles (uses) or "'pierces".
Bcekpvimasn npoéupka cmabunvna 15 cymok unu 15 yuknog

CBC-3K

CONTROL

HA2Pe6anUus/0XNaANCOCHUA. - KK119

ASSAY VALUES AND EXPECTED RANGES

TABJIMITA 3HAUYEHUI U OXWIAEMBIX PE3VJIbTATOB 2
QCP Data Months : May, June
Tlepuoa npuMeHeHus: Maii, Hionb

05-07-2024

®

Instruments : NIHON KOHDEN (1)

| contro  Ji|

I controL N ] I controL | H]

Instrument Parameter / Paramétre LOT KK119L LOT KK119N LoT KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
NIHON KOHDEN WBC/GB 10%/uL & 10°/L 315  +0,60 7,70 120 2125  +3,00
CELLTAC LYMPH% % 265  +150 250  +20,0 100  +95
MONO% % 70 +£70 55  +55 65 +65
NEUT% % 520  +150 595  +10,0 640  +20,0
EOS% % 25  +25 25  £25 60  +60
BASO% % 12,0 + 12,0 75 +75 135 +135
LYMPH# 10%uL & 10°/L 08  +05 19  +15 21 £20
MONO# 10%uL & 10°/L 02  +02 04  +04 14 +14
NEUT# 10%/uL & 10°/L 16 +05 4,6 +08 13,6 +43
EOS# 10%uL & 10°/L 01  +01 02  +02 13 +13
BASO# 10%/uL & 10°/L 04 +04 0,6 +06 2,9 +29
MEK-9100 RBC/GR 10%/uL & 10™/L 2,10 +018 4,75 +0.25 5,35 +0,30
CELLTAC-6 Hgb gldL 56  +05 138  +06 168  +08
a/lL 56 +5 138 +6 168 +8
mmol/L 35 +03 86  +04 104  +05
Hct % 19,0 +25 47,7 +3,0 56,8 +35
L 0190  +0,025 0477  +0,030 0,568  + 0,035
MCV/VGM fL 90,5  +50 1004  +50 1062  +50
MCH/TCMH pg 267  +25 291 £30 31,4  +30
fmol 167  +016 181  +019 194  +019
MCHC/CCMH gldL 295  +35 289  £35 296  +35
gL 295  +35 289 +35 206 +35
mmol/L 184  +272 180  +22 183  +22
RDW/IDR % 18,0 +4,0 16,5 +4,0 16,0 +4,0
Plt 10%/uL & 10°/L 80 +25 220 + 40 450 +70
MPV/VPM fL 73 £30 83  +30 89  +30
PCT/TCT % 006  +0,03 018  +0,10 040  +0,20
PDW/IDP % 17,5 +5,0 17,5 +5,0 18,0 +5,0

Instruments : DIATRON / SIEMENS

I contro  Ji

I controL I N I controL [ H]

Instrument Parameter / Parametre LOT KK119L Lot KK119N LOT KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
DIATRON WBC/GB 10%/uL & 10°/L 3,20 +0,50 7,80 +1,00 21,85 +2,50
Abacus 5 NEUT# 10%/uL & 107/L 1,41 + 0,66 476 +1,.84 13,87 + 5,03
LYM# 10%/uL & 10°/L 1,47 +0,68 2,26 +135 513 + 3,27
SIEMENS (1) MONO# 10°/uL & 10°/L 0,22 +0,22 0,59 +0,59 2,19 +2,19
Advia 560 EOS# 10%/uL & 10%/L 0,06 + 0,06 0,12 +0,12 0,44 + 0,44
BASO# 10°/uL & 10°/L 0,03 +0,03 0,08 +0,08 0,22 +0,22
BOULE (1) NEUT% % 44,0 +120 61,0 +140 635 + 14,0
Quintus LYM% % 46,0 +12,0 29,0 +12,0 235 + 11,0
MONO% % 7,0 +7,0 75 +75 10,0 +10,0
SFRI (1) EOS% % 2,0 +20 15 +15 2,0 +20
Hemix 5 BASO% % 1,0 +1,0 1,0 +10 1,0 +10
RBC/GR 10%/uL & 10"4/L 217 +0,18 4,66 +0,24 5,18 +0,30
ERBA/LACHEMA (1) Hgb gldL 59 +04 133 +05 16,1 +07
Elite 5 g/L 59 +4 133 +5 161 +7
mmol/L 3,66 +0.25 8,26 +0,31 10,00 +0,43
ANALYTICON (1) Het % 18,7 +20 433 +25 52,1 +30
BIOTECHNOLOGIES LL 0,187 + 0,020 0,433 +0,025 0,521 +0,030
Hemolyzer 5 MCV/VGM fL 86,0 +50 93,0 +50 1005 +50
MCH/TCMH pg 27,2 +28 28,5 +28 31,1 +28
HUMAN (1) fmol 1,69 +0,17 1,77 +0,17 1,93 +0,17
HumaCount 5L MCHC/CCMH gldL 31,6 +36 30,7 +30 30,9 +30
glL 316 +36 307 +30 309 +30
ABAXIS mmol/L 19,6 +22 19,1 +19 19,2 +19
VetScan HM5 RDW-SD/IDR-SD fL 50,5 +10,0 49,5 +10,0 50,0 +10,0
RDW-CV/IDR-CV % 18,0 +50 16,0 +50 14,5 +50
Pit 10%/uL & 10°/L 68 +25 216 + 40 412 +70
*For Research Use Only. PDW-CV/IDP-CV * % 38,0 +99 38,0 +99 38,0 +99
*Utiliser en recherche seulement. PDW-SD/IDP-SD * fL 14,5 +5,0 15,5 +5,0 15,5 +50
MPV/IVPM fL 7,0 +30 7,0 +30 7,0 +30
PCT * % 0,04 +0,04 0,13 +0,08 0,27 +0,10
Grav?ty)( * N/A 128 N/A
Gravity Y * 38
(1) Assay values provided by Bio-techne®, France. Valeurs fournies par Bio-techne®, France.
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B&Dsystems‘ EUR@CELL
abietechne brand Diagnost

Opened tubes are stable for 15 days or 15 thermal cycles (uses) or "*pierces"".

Bcekpoimasn npooupka cmaounvna 15 cymok unu 15 yuknoe nazpesanusn/oxnax;coenus.

g 05-07-2024

ASSAY VALUES AND EXPECTED RANGES
TABJINLIA 3HAYEHUI 1 OKUJIAEMBIX PE3YJIbTATOB

CBC-3K

CONTROL

QCP Data Months : May, June
Tlepuoa npuMeHeHus: Maii, Uionp
Instruments : NEOMEDICA
| conro FL] || conro [n] | conroL |n]
Instrument Parameter / Parametre KK119L KK119N tor_] KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
NEOMEDICA WBC/GB (WOC)  10%/uL & 10°/L 305  +060 749  +120 2015  +250
WBC/GB (WIC) 10%/uL & 10°/L 315  +0,60 767 £120 2085  +250
NEU# 10%/uL & 10°/L 1,55 +0,65 490  +278 1457  +6,28
PHOENIX NCC-5500 NEU% % 4933 + 20,00 6383  + 3617 69,88  + 30,12
QC Mode LYM# 10%/uL & 10°/L 128  +128 194  +194 346  +346
LYM% % 4055  +12,00 2534 +12,00 1659  +850
MON# 10%uL & 10°/L 021  +021 044  +044 094  +094
PHOENIX NCC-51 MON% % 674  +674 576  +576 452 +452
QC Mode EOS# 10°/uL & 10°/L 010 %00 034  +034 175 +175
EOS% % 308  +308 447+ 447 841  +841
BASO# 10%uL & 10°/L 001  +001 005  +0,05 013  +013
PHOENIX NCC-61 BASO% % 030  +0,30 060 0,60 060 0,60
QC Mode RBC/GR 10°%uL & 10%/L 205  +020 475 +£025 531  +035
Hgb gldL 56  +04 136  +06 159  +08
gL 56 +4 136 +6 159  +8
mmol/L 35  £03 84  +04 99  £05
Het % 158  +35 41,7 +45 487  £55
LiL 0158  +0,035 0417  +0,045 0487  +0,055
MCV/VGM fL 773 +65 878  +65 917  +65
MCH/TCMH pg 273 +30 286  +35 299  +35
fmol 171 +0,19 177 +022 18  +022
MCHC/CCMH gldL 34 +40 326  +40 326  +40
gL 354 +40 326 +40 326 +40
mmol/L 22  +25 201 +25 203 +25
RDW/IDR-CV % 165  +6,0 139  +60 137  +60
PIt 10%/uL & 10°/L 78 + 40 236 +70 496 + 90
MPV/VPM fL 72 £50 68 +50 71 £50
PCT/TCT % 006  +0,06 016  +0,16 035  +035

Bio-techne® - 19 Rue Louis Delourmel
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Rz systems EUR®
a bietechne brand

CELL

Opened tubes are stable for 15 days or 15 thermal cycles (uses) or "*pierces"".

Bckpvimas npobupka cmabdunvna 15 cymox unu 15 yuknoe nazpesanusn/oxnajicoenus.

CBC-3K

CONTROL

ASSAY VALUES AND EXPECTED RANGES KK119
TABJIMLIA 3HAYEHUIA 1 OXKUJAEMBIX PE3YJILTATOB
QCP Data Months : May, June g 05-07-2024
Tlepuoa npuMeHeHus: Maii, Uionp

Instruments :  URIT

I CONTROL I L I

I CONTROL I N I

I CONTROL I H I

Instrument Parameter / Paramétre KK119L or_] KKLION o] KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
URIT WBC/GB (WOC)  10%/uL & 10°/L 292 +040 708  +080 1711 +£220
URIT-5500 WBC/GB (WIC) 10%/uL & 10°/L 3,16 + 0,40 7,93 + 0,80 22,14 +2,20
Software Version V2.08.150514 |NEU# 10%uL & 10°/L 153 0,60 506  +120 1580  +340
(WIC-FPGA) NEU% % 48,43 + 10,00 63,75 + 8,00 71,35 + 8,00
LYM# 10%uL & 10°/L 127 +050 198  +090 309  +170
LYM% % 40,19 +9,00 2497  +7,00 1396  +6,00
MON# 10%uL & 10°/L 023  +023 046  +046 107 +1,07
MON% % 740  +650 583  +583 482  +482
EOS# 10%uL & 10°/L 012  +012 038  +038 205  +205
EOS% % 368  +368 485  +485 927  +650
BASO# 10%uL & 10°/L 0,01 +0,01 005  +0,05 013  +013
BASO% % 030  +030 0,60  +0,60 0,60  + 0,60
Values established in QC Mode. |RBC/GR 10%/uL & 10*4/L 2,20 + 0,15 4,83 + 0,20 543 + 0,24
Valeurs établies en Mode QC. |Hgb g/dL 53 +03 131 +05 15,2 +07
gL 53  +3 131 %5 152 7
mmol/L 33 +02 81 +03 94  +04
Het % 175 +18 430  +24 503  +30
L/L 0175  +0,018 0430  + 0,024 0,503  + 0,030
MCV/VGM fL 796  +40 890  +40 926  +40
MCH/TCMH pg 242  +28 271 +20 279 £20
fmol 150 017 168  +0,12 173 012
MCHC/CCMH g/dL 305 +36 304  +28 302  +28
gL 305  +36 304 +28 302 +28
mmol/L 189  +22 188 17 187  +17
RDW/IDR-CV % 171 +30 149 30 146  +30
PIt 10%/uL & 10°/L 91 +20 241 + 40 476 + 65
MPV/VPM fL 11,9  +30 113 +30 108  +30
PCT/TCT % 011  +011 027  +027 051  +051
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RsD systems

abietechne brand

EUROCELL

Opened tubes are stable for 15 days or 15 thermal cycles (uses) or "'pierces".

Bckpvimaa npooupka cmabunvna 15 cymok unu 15 yuknoe nazpeeanus/oxna3icoenus.
ASSAY VALUES AND EXPECTED RANGES
TABJIULIA 3HAYEHUI 1 OKUJIAEMBIX PE3YJIbTATOB

QCP Data Months :

Ilepuos npuMeHeHus:

May, June
Maii, Uonn

¥

CBC-3K

CONTROL

KK119

05-07-2024

Instruments :

URIT / SPINREACT (1)

Instrument parameter / Paramétre KK119L or_] KKL19N o] KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
URIT WBC/GB (WOC)  10%/uL & 10°/L 2,82 +0,40 7,12 + 0,80 17,97  +2,20
URIT-5200 NEU# 10%/uL & 10°/L 1,33 +0,60 452 +1,20 1271 +340
Software Version V1.00.140218 |NEU% % 47,34 + 10,00 6345 =+ 8,00 70,75  + 8,00
(WIC-FPGA) LYM# 10%/uL & 10°/L 1,23 + 0,50 1,83 + 0,90 2,53 + 1,70
LYM% % 4357 +9,00 25,67 +7,00 14,07 + 6,00
MON# 10%/uL & 10°/L 0,15 +0,15 0,33 +0,33 0,60 + 0,60
MON% % 5,22 +522 4,61 + 4,61 335  +335
EOS# 10°/uL & 10°/L 010  +0,0 040  +040 202  +202
EOS% % 3,57 + 3,57 5,67 +567 11,23 +6,50
BASO# 10°/uL & 10°/L 001 %001 0,04  +004 011  +011
BASO% % 0,30 +0,30 0,60  + 0,60 060  + 0,60
Values established in QC Mode. |RBC/GR 10%/uL & 10™/L 2,08 +0,15 4,79 +0,20 551  +0,24
Valeurs établies en Mode QC. [Hgb g/dL 57 +0,3 13,5 +05 15,8 +0,7
giL 57 +3 135  +5 158 +7
mmol/L 35 +0,2 8,4 +0,3 9,8 +04
Het % 18,8 +18 474  +24 574  +30
L 0,188 +0,018 0474  +0,024 0,574  +0,030
MCV/VGM fL 90,3 +40 98,9 +4,0 1042  +4,0
MCH/TCMH pg 27,2 +28 28,1 +2,0 288  +20
fmol 1,68 +0,17 175 +0,12 178 +0,12
MCHC/CCMH gldL 30,1 +36 284  +28 276  +28
giL 301 + 36 284  +28 276 +28
mmol/L 18,6 +£22 17,7 +17 171 +17
RDW/IDR-CV % 16,8 +30 14,9 +3,0 145  +30
Plt 10°/uL & 10°/L 112 +20 235 +40 444 +65
MPV/VPM fL 13,7 +30 11,7 +3,0 11,3 +30
PCT/TCT % 0,15 +0,15 0,27 +027 050 __ + 050
URIT WBC/GB (WOC) 10%/uL & 10°/L 2,96 +0,40 744 1080 1895  +2,20
URIT-5250 WBC/GB (WIC) 10%/uL & 10°%/L 3,16 + 0,40 8,73 + 0,80 24,87 +2,20
Software Version V2.08.150514 |NEU# 10%/uL & 10°/L 1,64 + 0,60 578  +120 1827  + 3,40
(WIC-FPGA) NEU% % 52,04 + 10,00 66,16 + 8,00 73,45 + 8,00
LYM# 10%/uL & 10°%/L 1,16 + 0,50 1,92 + 0,90 2,78 + 1,70
LYM% % 36,78 +9,00 21,99 + 7,00 11,17 + 6,00
MON# 10%/uL & 10°%/L 0,22 +0,22 0,56 + 0,56 1,27 + 1,27
MON% % 6,94 + 6,50 645  +645 511  +511
EOSH# 10%/uL & 10°%/L 0,12 +0,12 0,42 + 0,42 2,40 + 2,40
EOS% % 3,69 + 3,69 480  + 480 967  +650
SPINREACT (1) BASO# 10%/uL & 10°%/L 0,02 + 0,02 0,05 + 0,05 0,15 +0,15
Spincell 5 BASO% % 0,55 +0,55 060  + 0,60 060  + 0,60
Software Version V2.08.150514 |RBC/GR 10%/pL & 10%/L 1,90 +0,15 418 020 471 +024
(WIC-FPGA) Hgb gldL 58  +£03 139  +05 167  +07
gL 58 +3 139 +5 167 +7
mmol/L 3,6 +02 86  +03 104  +04
Het % 15,6 +18 385  +24 449  +30
L 0,156 +0,018 0,385  +0,024 0,449  + 0,030
Values established in QC Mode. |MCV/VGM fL 82,2 +4,0 92,2 +4,0 954  +40
Valeurs établies en Mode QC. MCH/TCMH pg 30,5 +28 33,2 +20 35,4 +20
fmol 1,89 +0,17 206  +012 221 +012
MCHC/CCMH gldL 37,2 +36 36,1 +28 371 +28
giL 372 +36 361  +28 371 +28
mmol/L 23,1 +22 223 +17 23,2 +18
RDW/IDR-CV % 16,8 +3,0 14,1 +30 140  +30
Plt 10%uL & 10°/L 108  +20 265  +40 509  +65
MPV/VPM fL 8.4 +3,0 80  +30 79 +30
PCT/TCT % 0,09 +0,09 0,21 +0,21 0,40  +0,40

(1) Assay values provided by Bio-techne®, France.
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RaD systems EUROCELL
abietechne brand Diagnostic

Opened tubes are stable for 15 days or 15 thermal cycles (uses) or "'pierces".

Bckpvimaa npooupka cmabunvna 15 cymok unu 15 yuknoe nazpeeanus/oxna3icoenus.
ASSAY VALUES AND EXPECTED RANGES
TABJIULIA 3HAYEHUI 1 OKUJIAEMBIX PE3YJIbTATOB

QCP Data Months :

Ilepuos npuMeHeHus:

May, June
Maii, Uonn

CBC-3K

CONTROL

¥

KK119

05-07-2024

Instruments :

URIT / SPINREACT (1)

T 0 | oo 1]
Instrument Parameter / Paramétre LOT KK119L LOT KK119N LOT KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
WBC/GB (WOC)  10%/uL & 10%/L 3,04 +0,40 735 40,80 1791 +£220
URIT WBC/GB (WIC) 10%/uL & 10°/L 3,23 +0,40 790  +0,80 2201 +220
URIT-5500 NEU# 10%/uL & 10°/L 1,54 +0,60 5,07 +1,20 1568  +340
Software Version V3.01.150722 |NEU% % 47,83 + 10,00 64,24  +8,00 71,26 + 8,00
(WIC-FPGA) LYM# 10%/uL & 10°/L 1,35 + 0,50 1,98 + 0,90 3,20 + 1,70
LYM% % 41,83 +9,00 25,02 + 7,00 1454  + 6,00
MON# 10%/uL & 10°/L 022  +022 043  +043 098  +098
MON% % 6,68 + 6,50 550  +550 443  +443
EOS# 10°/uL & 10°/L 011 011 037  +037 202  +202
EOS% % 3,36 +3,36 464  +464 917  +650
BASO# 10°/uL & 10°/L 001  +001 0,05  +005 013  +013
BASO% % 0,30 +0,30 0,60  + 0,60 060  + 0,60
Values established in QC Mode.  |RBC/GR 10%/uL & 10%/L 207 +015 462  +020 527  +024
Valeurs établies en Mode QC. Hgb g/dL 54 +03 131 +05 154 +07
giL 54 +3 131 +5 154 +7
mmol/L 34 +0.2 81 +03 9,6 +04
Het % 16,1 +18 40,7 +2,4 486  +30
L 0,161 +0,018 0,407 +0,024 0486  + 0,030
MCV/VGM fL 78,0 +40 88,2 +4,0 923  +40
MCH/TCMH pg 25,9 +28 284  +20 292  +20
fmol 1,64 +0,18 175 +0,12 182  +012
MCHC/CCMH gldL 333 +36 323  +28 31,7 +28
giL 333 + 36 323 +28 317 +28
mmol/L 21,1 +23 19,9 +17 198  +17
RDW/IDR-CV % 16,6 +30 13,7 +3,0 132 +30
Plt 10°/uL & 10°/L 77 +20 233 +40 479 +65
MPV/VPM fL 11,6 +30 104  +30 99  +30
PCT/TCT % 0,09 +0,09 024 +024 047 4047
URIT WBC/GB (WOC) 10%/uL & 10°/L 2,96 + 0,40 744 1080 1875  +2,20
URIT-5250 WBC/GB (WIC) 10%/uL & 10°%/L 2,88 + 0,40 7,86 + 0,80 22,25 + 2,20
Software Version V3.01.150722 |NEU# 10%/uL & 10°/L 1,48 +0,60 517 +1,20 16,14  + 3,40
(WIC-FPGA) NEU% % 51,53 + 10,00 65,79 + 8,00 72,53 + 8,00
LYM# 10%/pL & 10°/L 1,11 +0,50 1,77 + 0,90 267  +170
LYM% % 38,71 +9,00 2256  + 7,00 12,00 =+ 6,00
MON# 10%/uL & 10°%/L 0,15 + 0,15 0,48 + 0,48 1,09 + 1,09
MON% % 5,14 +5,14 6,09 + 6,09 490  +490
EOS# 10%/uL & 10°%/L 0,12 +0,12 0,39 + 0,39 2,22 +2,22
EOS% % 4,07 + 4,07 496  +496 997  +650
SPINREACT (1) BASO# 10%/uL & 10°%/L 0,02 + 0,02 0,05 + 0,05 0,13 +0,13
Spincell 5 BASO% % 0,55 +0,55 060  + 0,60 060  + 0,60
Software Version V3.01.150722 |RBC/GR 10%/pL & 10%/L 1,89 +0,15 418 020 468  +024
(WIC-FPGA) Hgb gldL 58  +£03 140  +05 167  +07
giL 58 +3 140  £5 167  +7
mmol/L 3,6 +02 8,7 +03 104  +04
Het % 15,3 +18 385  +24 449  +30
L 0,153 +0,018 0,385  +0,024 0,449  + 0,030
Values established in QC Mode. |MCV/VGM fL 80,9 + 4,0 92,2 + 40 96,0 + 40
Valeurs établies en Mode QC. |MCH/TCMH pg 30,6 +28 33,6 +20 357 +20
fmol 1,90 +0,17 208  +012 222 +012
MCHC/CCMH gldL 37,8 +36 365 +28 37,2 +28
giL 378 +36 365  +28 372 +28
mmol/L 235 +£22 226  +17 23,2 +17
RDW/IDR-CV % 16,8 +3,0 135  +30 132 +30
PIt 10%/uL & 10%/L 101 +20 254  +40 452 +65
MPV/VPM fL 8.4 +3,0 7,7 +30 72 +30
PCT/TCT % 0,08 +0,08 020  +020 033  +033

(1) Assay values provided by Bio-techne®, France.
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Bio-techne® - 19 Rue Louis Delourmel
35230 - NOYAL CHATILLON / SEICHE - FRANCE

(1) Valeurs fournies par Bio-techne®, France.
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RaD systems EUROCELL

abietechne brand

Opened tubes are stable for 15 days or 15 thermal cycles (uses) or "'pierces".

Bckpvimaa npooupka cmabunvna 15 cymok unu 15 yuknoe nazpeeanus/oxna3icoenus.
ASSAY VALUES AND EXPECTED RANGES
TABJIULIA 3HAYEHUI 1 OKUJIAEMBIX PE3YJIbTATOB

QCP Data Months :

Ilepuos npuMeHeHus:

May, June
Maii, Uonn

[iot]
¥

CBC-3K

CONTROL

KK119

05-07-2024

Instruments :

URIT / SPINREACT (1)

T 0 | oo 1]
Instrument Parameter / Paramétre LOT KK119L LOT KK119N LOT KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
WBC/GB (WOC)  10%/uL & 10%/L 3,05 +0,40 7,49 + 0,80 20,15  +220
URIT WBC/GB (WIC) 10%uL & 10°/L 315 040 767 +080 2085 220
URIT-5500 NEU# 10%/pL & 10°/L 1,55 +0,60 490  +120 1457  +340
Hemalit-5500 NEU% % 49,33 + 10,00 63,83 + 8,00 69,88  + 8,00
V4.01.160421 (WIC-FPGA)  |LYM# 10%/uL & 10°/L 1,28 +0,50 1,94  +0,90 346  +170
V5.00.191209 (WIC-FPGA)  |LYM% % 40,55 +9,00 2534  +7,00 1659  + 6,00
MON# 10%/uL & 10°%/L 0,21 +021 0,44 + 0,44 0,94 + 0,94
MON% % 6,74 + 6,50 576  +576 452 +452
EOSH# 10%/uL & 10°%/L 0,10 + 0,10 0,34 + 0,34 1,75 + 1,75
EOS% % 3,08 +3,08 4,47 + 4,47 841  +650
BASO# 10%/uL & 10°%/L 0,01 + 0,01 0,05 + 0,05 0,13 +0,13
BASO% % 0,30 +0,30 060  + 0,60 060  + 0,60
Values established in QC Mode. |RBC/GR 10%/uL & 10™/L 2,05 +0,15 4,75 +0,20 5,31 + 0,24
Valeurs établies en Mode QC. Hgb g/dL 5,6 +0,3 13,6 +05 15,9 +0,7
giL 56 +3 136 £5 159 +7
mmol/L 35 +0,2 8,4 +0,3 9,9 +04
Het % 15,8 +18 41,7 + 2,4 487  +30
L 0,158 +0,018 0,417 + 0,024 0487  +0,030
MCV/VGM fL 77,3 +4,0 878  +40 91,7  +40
MCH/TCMH pg 273 +28 286  +20 299  +20
fmol 1,71 +0,18 1,77 +0,12 186  +0,12
MCHC/CCMH gldL 354 +36 326  +28 326  +28
giL 354 + 36 326  +28 326  +28
mmol/L 22,2 +23 20,1 +17 203 +17
RDW/IDR-CV % 16,5 +3,0 13,9 +3,0 137 +30
PIt 10%/uL & 10°%/L 78 +20 236 +40 496  +65
MPV/VPM fL 72 +3,0 68  +30 71 +30
PCT/TCT % 0,06 + 0,06 016  +0,16 035  +035
URIT WBC/GB (WOC) 10%/uL & 10°%/L 2,97 +0,40 750  +0,80 2021 4220
URIT-5250 / 5380 WBC/GB (WIC) 10°/uL & 10°/L 2,97 +0,40 7,61 +0,80 2182  +220
BH-5390 NEU# 10%/uL & 10°/L 1,54 + 0,60 505  +120 1581  + 3,40
V4.01.160421 (WIC-FPGA)  |NEU% % 51,91 + 10,00 66,42 + 8,00 7244  +8,00
LYM# 10%/uL & 10°/L 1,14 +0,50 1,71 + 0,90 284  +170
LYM% % 38,40 +9,00 2244  +7,00 1303  + 6,00
MON# 10%/uL & 10°/L 0,17 +0,17 0,47 + 0,47 1,05 +1,05
MON% % 5,75 +575 6,17 + 6,17 482  +482
EOSH# 10%/uL & 10°/L 0,10 +0,10 0,33 +0,33 1,99 +1,99
EOS% % 3,39 +3,39 4,37 + 4,37 911  +650
SPINREACT (1) BASO# 10%/uL & 10°/L 0,02 +0,02 0,05  +005 013  +013
Spincell 5 BASO% % 0,55 +0,55 060  + 0,60 060  + 0,60
Spincell 5 Plus RBC/GR 10%/pL & 10%/L 195  +0,15 421 +020 474 +024
V4.01.160421 (WIC-FPGA)  |Hgb g/dL 59 +03 13,9 +05 165  +07
gL 59 +3 139 +5 165  +7
mmol/L 3,7 +02 86  +03 10,2 +04
Het % 15,6 +18 384  +24 450  +30
L 0,156 +0,018 0,384  +0,024 0450  + 0,030
Values established in QC Mode. |MCV/VGM fL 79,8 + 4,0 91,3 + 40 95,0 + 40
Valeurs établies en Mode QC. MCH/TCMH pg 30,3 +28 33,0 +20 34,8 +20
fmol 1,90 +0,18 204  +012 215  +012
MCHC/CCMH gldL 37,8 +36 36,2 +28 367 +28
giL 378 +36 362 +28 367  +28
mmol/L 23,7 +23 24  +17 227 +17
RDW/IDR-CV % 15,9 +3,0 12,9 +30 126  +30
PIt 10%/uL & 10%/L 93 +20 259 +40 517  +65
MPV/VPM fL 57 +3,0 59  +30 60  +30
PCT/TCT % 0,05 + 0,05 015  +015 031  +031

(1) Assay values provided by Bio-techne®, France.
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Bio-techne® - 19 Rue Louis Delourmel
35230 - NOYAL CHATILLON / SEICHE - FRANCE

(1) Valeurs fournies par Bio-techne®, France.

R&D Systems, Inc. - 614 Mc Kinley Place N.E. - Minneapolis, MN USA 55413 .
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Rz systems EUR®

abietechne brand

CELL

Opened tubes are stable for 15 days or 15 thermal cycles (uses) or "*pierces".

Bcekpouimas npobupka cmabunvua 15 cymox unu 15 4yuxnoe Hazpesanus/oxnancoeHus.
ASSAY VALUES AND EXPECTED RANGES
TABJIMLIA 3HAYEHUI 1 OXUJIAEMbBIX PE3YJIbTATOB

QCP Data Months :

Tlepnon npumenenns:

May, June
Maii, Uionp

2

CBC-3K

CONTROL

KK119

05-07-2024

Instruments :

URIT / SPINREACT (1) / DIASYSTEM (1)

I CONTROL I .

I CONTROL IE

CONTROL E

Instrument Parameter / Paramétre LOT KK119L LOT KK119N LOT KK119H
Mean Limit Mean Limit Mean Limit
Cibles Limites | Cibles Limites | Cibles Limites
URIT WBC/GB (WOC)  10%/uL & 10°/L 298 040 7,66 +080 2058  +220
WBC/GB (WIC) 10%/uL & 10°/L 3,02 +0,40 7,78 +080 2153  +220
URIT-5160 / 5160VET  |NEU# 10%/uL & 10°/L 161  +060 500  +120 1573 +340
URIT-5181 / 5180 NEU% % 53,15 + 10,00 64,33  + 8,00 7306  + 8,00
BH-5100 LYM# 10%/uL & 10°/L 1,02 +050 168  +0,90 269  +170
BH-5100VET LYM% % 33,84 +9,00 21,56  + 7,00 1248  + 6,00
Smart-V5 /5 /5 Vet  |MON# 10%uL & 10°/L 026  +026 070  +0,70 134 +134
Software Version V1.11.170522 |MON% % 8,64 + 6,50 8,97 + 6,50 6,24 + 6,24
and above EOS# 10%uL & 10°%/L 0,11 +0,11 035  +035 164  +164
EOS% % 3,74 + 3,74 454  +454 762 +6,50
BASO# 10%uL & 10°/L 0,02 +0,02 005  +0,05 013  +013
BASO% % 0,63 +0,63 060  + 0,60 060  + 0,60
Values established in QC Mode. |RBC/GR 10%/uL & 10*4/L 1,99 + 0,15 4,25 + 0,20 4,89 + 0,24
Valeurs établies en Mode QC. Hgb g/dL 6,0 +0,3 14,3 +05 17,1 +0,7
giL 60 +3 143 +5 71 +7
mmol/L 37 +£02 89  +03 106  +04
Het % 14,9 +18 365  +24 442  +30
LL 0,149 +0,018 0,365  + 0,024 0442 40,030
SPINREACT (1) MCV/VGM fL 75,0 +40 85,9 +4,0 903  +40
Spincell Compact MCH/TCMH pg 30,2 +28 336  +20 350  +20
Software Version V1.11.170522 fmol 1,86 + 0,17 2,09 + 0,12 2,17 + 0,12
and above MCHC/CCMH gldL 403  +36 392  +28 387  +28
giL 403 + 36 392 +28 387  +28
DIASYSTEM (1) mmol/L 24,8 +£22 244 +17 240  +17
DSH560 RDW/IDR-CV % 20,5 +3,0 16,7 +3,0 165  +30
PIt 10%/uL & 10°/L 86 +20 244 + 40 472 + 65
MPV/VPM fL 8,9 +3,0 88  +30 88  +30
PDW/IDP % 9,5 +30 9,7 +3,0 108  +30
PCT/TCT % 0,08 +0,05 0,22 +0,10 042  +020
P-LCR % 21,20 + 8,00 21,72 + 8,00 2285  +8,00
P-LCC 10°/L 18 +15 52 +25 107  +35

(1) Assay values provided by Bio-techne®, France.
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Bio-techne® - 19 Rue Louis Delourmel
35230 - NOYAL CHATILLON / SEICHE - FRANCE

(1) Valeurs fournies par Bio-techne®, France.
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AS724-000 Rev. 04/21

CBC-3K

HEMATOLOGY CONTROLS

Assay values and expected ranges LOT KK119
Tabnuua 3HavyeHVn 1 oXMaaemblx pesynbTaToB

g 05-07-2024

Instrument Parameter Low Normal High
LOT KK119L LOT KK119N LOT KK119H
WBC (WOC)x 10°L 2,97  %0.40 750 +0.80 2021 *2.20
hemaline 500 WBC (WIC) x 10%L  2.97 $0.40 7.61 20.80 21.82 $2.20
V4.01.160421(WIC- NEU # 154 +0.60 505 +1.20 15.81 +3.40
FPGA) NEU % 51.91 +10.00 66.42 8.00 72.44 +8.00
LYM # 1.14 +0.50 1.71  +0.90 2.84 +1.70
LYM % 38.40 +9.00 22.44 +7.00 13.03 +6.00
Assay values established MON # 0.17 0.17 0.47 £0.47 1.05 +1.05
in QC file. MON % 575 575 6.17 16.17 482 +4.82
EOS # 0.10 #0.10 0.33 #0.33 1.99 +1.99
EOS % 3.39 +3.39 437 +4.37 9.11 6.5
BASO # 0.02 +0.02 0.05 +0.05 0.13 #0.13
BASO % 0.55 +0.55 0.60 *0.60 0.60 0.60
RBC x 10*%/L 195 0.15 421  *0.20 474 +0.24
HGB g/dL 59 0.3 13.9 05 165 0.7
HGB g/L 59  #3 139 5 165 7
HCT % 156 1.8 38.4 2.4 450 3.0
MCV fL 79.8 4.0 91.3 4.0 95.0 4.0
MCH pg 30.3 2.8 33.0 2.0 348 2.0
MCHC g/dL 37.8 3.6 36.2 2.8 36.7 2.8
MCHC g/L 378 £36 362 +28 367 £28
RDW-CV % 159 3.0 129 3.0 12.6 3.0
PLT x 10%L 93 20 259  +40 517 165
MPV fL 57 3.0 59 3.0 6.0 3.0

Before using, refer to the instruction sheet for mixing directions.

MDX MEDTEK DIAGNOSTICS (NETHERLANDS) B.V.
Jollemanhof 148, 1019GW Amsterdam, The Netherlands
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