; FemaTonorMyecKkme KOHTPOAU U KanmbpaTopbl
RsD systems P patop

R&D Systems ans in vitro pnarHocTukm

a bietechne brand PyKOBOACTBO NONb30BaTENSA

MNMpedHa3HayeHue

KoHTponau npowussoactsa R&D Systems — remaTonornMyeckmMe KOHTPOJIbHble MaTepuanbl, nNpegHasHayeHHble ANA OUEHKM TOYHOCTU W
BOCNMPOM3BOAUMOCTU Pe3yIbTaTOB N3MePEHUA Ha reMaTO/IoOrM4YeCKUX aHa/1M3aTopax.

Kpamkoe onucaHue

KAnHnyeckum na6opaTopva HYXeH maTepunan ona nposeaeHnA KOHTPO/IA KayveCTBa NPU aBTOMATUYECKUX, NONYaBTOMATUYECKUX U PYYHbIX
MeToAax M3MepeHMs NapameTpoB LeNbHOM KposW. ExkeAHEBHOE MCMOAb30BaHME LAHHOTO KOHTPO/IbHOTO mMaTepuana ABAAETCA HagEXKHbIM
CPeACTBOM OLEHKU TOYHOCTM U [OCTOBEPHOCTM PE3Y/NbTaTOB U3MepeHus. MCnonb3oBaHWe MNpenapaToB CTabUNM3MPOBAHHbLIX KNETOK A/A
KOHTPO/A paboTbl remMaToNorMYeckoro aHanusaTopa, ABAfeTcA 06WenpusHaHHOW BO BCEM MUpe MpOLEeaypoid M HEeoTbem/IemMoW YacTbio
Haanexallel nabopaTopHOW NpakTUKK. Mpn 06paboTke KOHTPOJIBHOrO MaTepuana Kak npobbl NauveHTa U AasbHENLEM €ro U3MepeHUn Ha
NPaBWUAbHO OTKAaAMBPOBAHHOM aHanM3aTope, Pe3y/abTaTbl M3MEPEHUA KOHTPOAA 6yAayT HaxoAuTbCA B Npegenax AManas’oHa 3HauYeHwui,
YKa3aHHbIX B Npuaaraemon Tabaunue Lenesbix 3HAYEHNN.

Cocmas npodykma

KOHTPO/IbHBIV MaTepran MOXET COAEepaTb OAMH WKW BCe C/edylolnue KOMMOHEHTbI: CTabUNn3MpoBaHHbIE 3PUTPOLMUTLI, EAKOLMUTLI U
TPOMBOLMTBI YENOBEKA U/UAN MNEKONUTAIOLLMX, MO0 MX MMUTATOPbI, NPOYME KNETKM KPOBM B N1a3MONOL06HOM pacTBope ¢ KOHCepBaHTaMM
n cTabununsatopamu.

Ycnosus mpaHcnopmuposKu u xpaHeHus. CmabunsHocmo npodykma

FTemaTonormyeckmii KoHTposb R&D Systems cTabuneH 40 OKOHYaHWA CPOKA FOAHOCTWM, YKA3aHHOTO Ha npobupke, Npu XpaHeHuU B
xonoannbHuKke npu temnepatype ot 2°C ao 8°C. CtabunbHOCTb Nocne BCKPbITUA MPOBUPKKM: OT 8 A0 21 CyTOK (CM. BKAagbllw B YMNaKoBKe
KOHTPO/IAA), NPU COBNOAEHNN YKA3aHHbIX YCIOBUIA XPaHEHMA U UCMOb30BaHWA. He ncnonb3yiTe KOHTPOJIb NO UCTEYEHUU CPOKA FOAHOCTU
naptumn!

UHcmpyKyuu no ucnosno3o08aHuto

Mepes HaYyaNOM PEerynsapHOro UCMob30BaHWUsA HOBOM NapTUM KOHTPO/ISA, PEKOMEHAYETCA NMOATBEPAMUTL MPaBUAbHOCTb 3HAUEHWUI, MONYHEHHbIX
C HOBOW NapTuei. McnbiTaHWe HOBOWM NapTUM CNeayeT BbINOAHATL Ha MCMpPaBHOM Npubope Npu AONYCTUMbIX 3HAUYEHUAX PE3Y/IbTaTOB KOHTPOAA
KayecTBa, MOJMIYYEHHbIX C WMCMOJ/b30BaHWEM npeablayweid naptmv. CpefHAs BenuuuHa, nosydeHHas B nabopaTopuu, AO/IKHA NexaTb B
npegenax AvanasoHa pes3y/bTaToB aHanu3a.

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

e TwaTtenbHO NepemeLlanTe KOHTPOAbHbLIM MaTepuan, NN1aBHO BPaLLAa NPOBUPKY MexAay NafOHAMU B TeYeHUe
20-30 ceKyHga, nepnoguyeckun eé nepesopaymas. He BcTpsaxmusaiite pe3ko U HUKOTAa He UCNONb3yiiTe

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

e BbinonHute n3mepeHne KOHTPONbHOINO MaTephasa TaK, KaK YKa3aHO B pPYKOBOACTBE NONAb30BaTeNnA Ballero
remaTo/IOrMYecKoro aHanMsatopa B pasgene « KOHTPo/ib KayecTBa»

e [locne UsmepeHwus, yaanuTe oCTaTKM KOHTPOIbHOTO MaTepuana ¢ NPoBUPKU U ¢ BHYTPEHHEW YacTU KpbilKK 6e3BopcoBoit candeTkoii. He
[ONycKaiTe NonasaHua 3acoXLUMX YacTUL, KOHTPOAA BHYTPb Npobupku! 3akpoitTe Npo6UPKY KPbILIKOW U NOMeCTUTE eé B XON0AUNbHUK A0
cnefyowero npumeHeHusi. KOHTPOAb He [AO/MKEeH HaxoAWTbCA BHE XOMOAWNbHUKA 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 npeaHa3HauyeHbl 419 PyYHbIX MeToA0B auddepeHumanmnm NeKoumuToB. B reMaTtonormyeckom KOHTpo e NeiMKoLmUTbI
UMUTUPYIOT pasmepbl, HO He MopdonorMyeckue NPU3HaAKU KPOBAHbIX 371eMeHTOB. KauecTBo NpoAyKTa rapaHTUPyeTCsa TO/bKO MPU MOJHOM
cobntofeHMM YCIOBUIM TPAHCNOPTUPOBKM, XPaHEHMSA U UCNONb30BaHUA. He cnosib3yiiTe KOHTPO/Ib MO UCTEUYEHUU CPOKA roaHOCTM napTum!

Oscudaemvbie pe3ynomamol

CpepHee 3HaueHuWe, NpUBEAEHHOE ANA KaXKA0r0 NapaMeTpa, PaccyMUTbIBAaeTCA Ha OCHOBaHWM MHOTOKPATHbIX U3MEHEHMWI Ha OTKaIMBPOBAHHOM
aHanM3aTope U C MPUMEHEHMEM PYYHbIX pedepeHCHbIX MEeTOAO0B. 3HauyeHus, npuseaéHHble B Tabauue, MOaydYeHbl C MCMNONb30BaHMEM
peareHToB, peKOMeHA0BaHHbIX NPOU3BOAUTENEM aHAIM3ATOPOB, M MO3TOMY MOTYT UCMO/b30BATLCA A/18 KOHTPOAA paboTbl aHaAn3aTopa, Ho He
ABNATCA 6eccnopHbIM MaTepuanom Aaa KaanmbpoekW. [JManasoH ABAAETCA OLEHKOMW, 4N onpeaeneHusa KOTOPOM YUYMTbIBAOT MPUCYLLYHO
MeToy HETOYHOCTb, OXWUAAeMylD 6MONOrMYecKyl0 BapuabesbHOCTb KOHTPO/ILHOTO MaTepuana WM BO3MONHbIE PA3INUUA  MEXAOY
nabopatopusamu.

B MeToAMYeCcKMX YKa3aHMAX M MHCTPYKLMAX BCErga roBopuTcA O TOM, 4To flabopatopua AO/KHA cama yCTaHaBAMBATb CpeAHee 3HayeHue U
MHTEpPBa/ AONYCTUMbIX 3HAYEHUI ONA Kax4oro napameTpa. Mpu 3Tom cpedHue 3HAYEHUA KOHTPO/IA, MOJydYeHHble nabopaTopueit, AONKHbI




nonafaTtb B WMHTEPBan AOMNYCTUMbIX 3HAYeHUI ANA Hero. Pasnuuma 3HayeHWit B pasHbix nabopatopuax ob6ycnosneHbl KannbposKoi
aHa/nM3aTopoB, UX 0BC/TYKMBAHWEM U TEXHUKOM OnepaTopa.

PekomeHayeTca, 4Tobbl Kaxkaaa nabopaTopus ycTaHOBMIA CBOW COBCTBEHHbIE CpeAHME BENMUYMHBLI U AMAMNA30HbI NPUEeMIeMbIX 3HaYeHUH, a
npusefeHHble B TabiMue LEeNeBbiX 3HaYeHU MoKasaTesiv, MCMNO/b30Bana TO/IbKO B KadecTBe CnpaBoYHbIX. CpegHee 3HayYeHWe M MHTepBan
LONYCTUMbIX 3HAYEHMIN ANA aHAM3aTOPOB, He NPUBEAEHHBIX B CMUCKe, CefyeT YCTaHOBUTL CaMoMy Mnoab3osaTento. Mpu pacyéte cpeaHux
3HauYeHU pekomeHayeTcA NpoBoANTb He meHee 10 nociefoBaTesIbHbIX U3MEPEHUI A/1A KaXKA0ro YPOBHA Ha OTKaNMBpoBaHHOM aHasiM3aTope.

Mpu3Haku HedobpokayecmeeHHO020 KOHMpPoAs

HeBO3MOMKHOCTb MONYYUTb OXMAAEMble Pe3yAbTaTbl MOXET YKa3blBaTb Ha TO, YTO KOHTPO/b UCMOPYEH. Pacc/ioeHMe KOHTPOAA NpU XpaHeHnu
Ha COCTaBAAOLME: KIETOYHYIO Maccy 1 6ydep — AONYCTUMO, U HE TOBOPUT O Hef06pOoKaYecTBEHHOCTU NPOAYKTa.

ObecuBeumBaHme BCEro COAEPKMMOro NPoBUpPKM MOXKET BbiTb CNeacTBUEM Neperpesa UAM 3aMOPaXKMBAHUA KOHTPOIA BO BPeMs AOCTaBKU
WAN XpaHeHua. TEMHaA OKpacKa KOHTPO/IbHOTO MaTepuana MOMET roBOPUTb O TOM, YTO OH WMCMOpPYEH, XOTA Hebo/bluiMe M3MEHEHUA ero
OKPaCcKM A0MYCTUMbI, U UX HE CNeayeT MyTaTb CO Cly4aemM NMopUU KOHTPOIS.

Ecnn 3HaueHuA KOHTPO/1IA HE NoNaAatoT B ANAaNa3oH A0NYCTUMbIX 3HAYEHUN:

e  [lpoBepbTe, COOTBETCTBYIOT /M 3HAYEHUA, YKa3aHHbIe B TabauLe LenesblX 3HaYeHUH, npuiaraemoi K KoHTpoto R&D Systems 3HaueHuam,
BBEAEHHbIM B reMaTo/IorMYeckuii aHanunsaTop.

®  YTOYHWUTE CPOK FOL4HOCTM KOHTPO/IbHOM KPOBK. He MCNONb3yiiTe NPOAYKT C UCTEKLLMM CPOKOM FOAHOCTH.
e [lpy HAaZIMYMM BO3MOKHOCTM BbIMOSHUTE N3MEPEHME KOHTPOIA Ha APYrOM reMaTo/I0rMyeckom aHaamnsaTope.

L4 Bo3bmute HOBbIN d)l'IaKOH C KOHTposiem. Ecan 1 ero 3HayeHWA He yKNaAblBAlOTCA B AMANasoOH AOMYCTUMbIX 3Ha‘-IeHVIl‘/'I, CBAXUTECb C
NOCTaBLWMKOM KOHTPOANA.

Mepoi npedocmopoxcHocmu

KoHTponbHble maTepuanbl R&D Systems npeaHasHauyeHbl UCKNOUUTENBHO AAA in vitro AMarHOCTUKU. KOHTpo/ibHble
IVD maTtepuansl R&D Systems AOMKHbI MCNOAB30BATLCA TONILKO NOAFOTOB/IEHHBIM NEPCOHANOM.  KOHTPONbHbIN MaTepuan
R&D Systems noctaBnseTca roToBbIM K MCNO/Ib30BAHMIO.

Bce maTepuasnbl, UCMOb3yeMble B MPOU3BOACTBE AAHHOTO remaTo/IorMyeckoro KOHTPoAs, 6blM NPoOTecTMPOBaHbI, U
MoKasasinM OTCYTCTBME peakumnn nMbo oTpuuaTtesibHble pesy/ibTaTbl B OTHOWEHWMW: MOBEPXHOCTHOIO aHTUreHa renaTtuTa B
(HBsAg) n Bupyca renatuta C (Anti-HCV); npu BbIABAEHUN aHTUTEN METOAOM reHHoi amnandukaumm (NAT) k BUY-1
(HIV-1); reHotunupoBaHunem - onpegeneHmem PHK (HCV-RNA) Ha BMY-1,2 (HIV-1,2); aHTUTen K TpunaHocome cruzi (T
cruzi, Bo3byautens 6onesnun Laraca); Bupyca 3anagHoro Huna (WNV); B ceponormyeckmnx peakumax Ha cupuamc (RPR
unn 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 MPOUCXOXKAEHUA, ANSA
NCCNeA0BaHMA KOTOPbIX HET YTBEPKAEHHbIX TECTOB.

MOCKONbKY HWU OAMH W3 CYLLECTBYIOWMX TECTOB He AAET MOAHOM rapaHTUWM OTCYTCTBMA Yes0BEYECKMX MNaTOreHos,
KOHTPOJIbHbIA MaTepuan ciedyeT PacCMaTpuBaTb KaK MOTEHUMAsbHO MHOEKUMOHHbIM M 06palatbCd € HUM C
coboaeHMeM COOTBETCTBYIOLWMX NPaBMa Buoaormyeckoi 6esonacHocTu.

Mpy nNpoBegeHUU nccnenoBaHUit cobntopaiite AeicTeylowMe HOpMaTMBHbIE TPeboBaHMA MO TexHUKe BesonacHocTH
paboTbl B MmeauumHCKMX nabopatopusax (FTOCT P 52905-2007). CornacHo npaBuaam Hagjexauwei nabopaTopHoi
NPaKTUKK, BCE MaTepuanbl YeNOBEYECKOrO MPOUCXONKAEHUA AOKHbI CYMTATLCA MNOTEHLMANbHLIMU UCTOYHUKAMM
MHObEKLMM, MOSTOMY NP 0BpaLEHUN C HUMKU HEOBXOAUMbI Te e Mepbl NPeaoCTOPONKHOCTU, YTO U Npu paboTe ¢
06pasiLamu, B3ATbIMM y NALUEHTOB.

[emMaToN0rM4Yecknii KOHTPOAb CeayeT YTUAN3MPOBATb Kak MHGEKLMOHHDBI maTepuan.

8°C KoHTponbHbIN maTepman R&D Systems cneayeT xpaHuUTb nNpu 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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RsD systems EUR®OCEL
a bietechne brand

ASSAY VALUES AND EXPECTED RANGES

Di

TABJIMLIA 3HAYEHUIA U OXKUJTAEMBIX PE3VJIbTATOB

QCP Data Months :

Tlepuoa npuMeHEHHUsL:

May, June
Mamn, UoHb

tics

CBC-5DMR

CONTROL

LOT

BC2405B

%

10-07-2024

Instruments : MINDRAY "QC MODE" (1)
CONTROL | N | | CONTROL IN | I controL JH |
Instrument Parameter / Paramétre LOT BC2405BL LOT BC2405BN LOT BC2405BH
Mean N Limit Mean N Limit Mean N Limit
Cibles ~ Limites Cibles — Limites Cibles — Limites
MINDRAY WBC/GB 10%/uL & 10°/L 3,35 + 0,50 7,85 + 1,00 17,40 + 250
NEUT# 10%uL & 10°/L 1,62 + 0,34 4,38 0,79 11,41 + 174
LYMPH# 10%/uL & 10%/L 1,32 +0,34 2,32 £ 0,79 3,71 + 174
MONO# 10%/uL & 10°/L 0,16 +0,16 0,38 +0,38 0,52 + 052
EO# 10%/uL & 10°/L 0,21 021 0,67 + 0,67 1,62 + 1,62
BASO# 10%/uL & 10°/L 0,03 +0,03 0,11 £0,11 0,14 £ 0,14
NEUT% % 485 +10,0 55,8 + 10,0 65,6 + 10,0
LYMPH% % 39,5 +10,0 29,5 £ 10,0 21,3 + 10,0
MONO% % 49 +49 48 + 48 3,0 +30
BC-5500 EO% % 6,2 +6,2 8,5 +85 9,3 +93
& BASO% % 09 £09 14 £ 14 08 £08
BC-5200 RBC/GR 10%/uL & 10%/L 2,19 +0,18 4,06 + 0,24 4,95 + 0,30
Hgb gldL 6,4 +04 13,7 £ 0,6 17,8 +08
gL 64 +4 137 +6 178 £8
mmol/L 4,0 + 0,3 8,5 + 04 11,1 + 05
Het % 17,1 +15 37,0 +£20 48,7 £ 24
L/L 0,171 + 0,015 0,370 + 0,020 0,487 + 0,024
MCV/VGM fL 78,1 £50 91,1 £ 50 98,4 50
MCH/TCMH pg 29,2 £25 33,7 +25 36,0 25
fmol 18 £0,2 2,1 £0.2 2,2 £02
MCHC/CCMH gldL 37,4 +30 37,0 + 30 36,6 +30
giL 374 + 30 370 + 30 366 + 30
mmol/L 234 £19 23,0 +19 22,8 £19
RDW/IDR-CV % 135 +£30 11,4 £ 30 11,6 +30
RDW/IDR-SD fL 34,3 +80 35,3 + 80 388 + 80
PIt 10%/uL & 10°/L 53 £ 20 256 + 40 487 + 60
MPV/VPM fL 7,7 +30 10,1 + 30 10,8 +30
PCT/TCT ** % 0,041 + 0,041 0,259 + 0,100 0,526 + 0,200
PCT/TCT ** mL/L 0,41 + 0,41 2,59 + 1,00 5,26 + 2,00
PDW/IDP ** fL 16,5 +£30 16,6 3,0 16,5 £ 30

(1) Assay values provided by Bio-techne®, France.

** For research Use Only. TosnbKko U1st HCCIIEOBATENBCKHX LIENEH.
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RsD systems EUROCELL
a bietechne brand Diagnostics

ASSAY VALUES AND EXPECTED RANGES
TABJIUILIA 3HAYEHUA U OXKUJTAEMBIX PE3VJIbTATOB

QCP Data Months :

Tlepuon mpuMeHeHHUsT:

May, June
Mai, UoHb

CBC-5DMR

CONTROL

LOT

2

BC2405B

10-07-2024

MINDRAY "QC MODE"

Instruments :

I CONTROL I L I I CONTROL IN I I CONTROL IH I
Instrument Parameter / Paramétre LOT BC2405BL LOT BC2405BN LOT BC2405BH
Mean Limit Mean Limit Mean Limit
Cibles Limites Cibles ~ Limites Cibles ~ Limites
MINDRAY \WBC/GB 10%/uL & 10°/L 3,25 £ 0,50 7,75 £ 1,00 17,50 + 250
NEUT# 10%/uL & 10°/L 171 +0,30 4,61 £ 0,70 11,81 + 158
LYMPH# 10%uL & 10°/L 1,27 +0,30 2,25 £ 0,70 3,50 + 1,40
MONO# 10%/uL & 10°/L 0,08 +0,07 0,27 + 0,23 0,44 + 0,44
BC-5300 EO# 10%/uL & 10°/L 0,20 £0,17 0,62 + 0,47 1,75 + 1,40
BASO# * 10%/uL & 10°/L 1,80 +0,33 5,27 +0,78 13,48 + 175
BC-5100 NEUT% % 52,5 +90 59,5 +90 67,5 + 9,0
LYMPH% % 39,0 +£90 29,0 +9,0 20,0 + 80
BC-5380 MONO% % 25 +20 35 + 3,0 25 +25
EO% % 6,0 +£50 8,0 + 6,0 10,0 + 80
BC-5180 BASO% * % 55,5 +10,0 68,0 + 10,0 77,0 + 10,0
RBC/GR 10°/uL & 10%4/L 2,11 +0,18 4,02 + 0,24 4,89 + 0,30
software version |Hab g/dL 5,6 £ 04 12,0 +£06 15,6 +08
lower than g/L 56 + 4 120 + 6 156 + 8
1.24.00.16860 mmol/L 35 +03 75 + 04 97 + 05
Logiciel version  |Hct % 18,0 £15 39,8 + 20 52,3 + 24
antérieure a L/L 0,180 + 0,015 0,398 + 0,020 0,523 + 0,024
1.24.00.16860  Iyicvivem fL 855  £50 90  +50 1070 +50
MCH/TCMH Py 26,5 +25 29,9 +£25 31,9 +£25
fmol 17 +02 19 +£0,2 2,0 £ 02
MCHC/CCMH g/dL 31,0 +£30 30,2 £ 30 298 +30
glL 310 + 30 302 + 30 298 + 30
mmol/L 19,4 +£19 18,8 +£19 18,5 £19
RDW/IDR-CV % 155 +30 135 + 30 13,0 +30
RDW/IDR-SD fL 60,0 +80 61,0 £ 80 64,5 + 80
Plt 10%/uL & 10°/L 47 + 20 240 + 40 466 + 60
MPV/VPM fL 9,0 +£30 9,7 £30 9,9 £ 30
PCT/TCT ** % 0,042 + 0,042 0,231 + 0,100 0,463 + 0,200
PCT/TCT ** mL/L 0,42 + 0,42 2,31 £ 1,00 4,63 + 2,00
PDW/IDP ** fL 15,6 +30 16,0 + 30 16,2 +30

** For research Use Only. ToibKko 1UIsl HCCIIENOBATENBCKUX LIETEH.

Note : Occasionally leukocyte cell populations are incorrectly identified. If this occurs, rerun the sample.
[Tpumevanue : MiHorna BO3MOKHA HEKOPPEKTHAS MICHTU(GUKALMS TOMYJISIIUH ISHKOIUTOB. B 3TOM Cilyuae moBTOpHTE H3MEPEHHUE.

Bio-techne® - 19 Rue Louis Delourmel
35230 - NOYAL CHATILLON / SEICHE - FRANCE
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Rz systems EUR®OCELL

a bietechne brand

ASSAY VALUES AND EXPECTED RANGES
TABJIUILIA 3HAYEHUA U OXKUJTAEMBIX PE3VJIbTATOB

QCP Data Months :

Tlepuoa npuMeHEHHUsL:

May, June
Mamn, UoHb

Diagnostics

CBC-5DMR

CONTROL

LOT

%

BC2405B

10-07-2024

Instruments :

MINDRAY "QC MODE"

I CONTROL I L I

I CONTROL IN I

I CONTROL IH I

Instrument Parameter / Paramétre LOT BC2405BL LOT BC2405BN LOT BC2405BH
Mean Limit Mean Limit Mean Limit
Cibles — Limites Cibles — Limites Cibles — Limites
MINDRAY \WBC/GB 10%/uL & 10°/L 3,22 + 050 7,78 + 1,00 17,22 + 2,50
NEUT# 10%uL & 10°/L 1,70 +£0,29 4,62 £ 0,70 11,49 + 155
LYMPH# 10%/uL & 10°/L 1,25 + 0,29 2,25 + 0,70 3,44 + 1,38
MONO# 10%/uL & 10°/L 0,09 £ 0,09 0,23 + 0,23 0,45 + 045
EO# 10%/uL & 10%/L 0,18 +0,13 0,68 + 047 1,84 + 1,38
BASO# 10%/uL & 10°/L 1,78 +0.33 5,24 + 0,78 13,35 + 1,73
BC-5300 NEUT% % 52,9 £90 59,5 £ 90 66,7 £ 90
LYMPH% % 38,7 £90 28,9 £ 90 20,0 + 80
BC-5100 MONO% % 2,7 £ 25 29 £ 29 26 £ 26
EO% % 5,7 + 4,0 8,7 + 60 10,7 + 80
BC-5380 BASO% % 55,2 + 10,0 67,4 + 10,0 775 + 10,0
RBC/GR 10°/uL & 10%/L 2,15 +£018 4,02 + 0,24 4,89 + 0,30
BC-5180 Hgb gldL 56 £ 04 12,0 £ 06 15,6 £ 08
gL 56 +4 120 £ 6 156 + 8
software version mmol/L 3,5 + 0,3 75 + 04 9,7 + 05
1.24.00.16860 or  JHct % 18,1 £15 39,5 £ 20 52,0 + 24
higher LL 0181  + 0015 0395  + 0,020 0520  + 0,024
Logiciel version ~ |MCV/VGM fL 84,0 £50 98,3 £ 50 106,4 + 50
1.24.00.16860 ou  |MCH/TCMH pg 26,0 +25 29,9 + 25 31,9 + 25
supérieure fmol 16 +02 19 +02 20 02
MCHC/CCMH gldL 31,0 +30 30,4 £ 30 30,0 + 30
gL 310 +30 304 + 30 300 + 30
mmol/L 19,3 19 19,0 + 19 18,7 + 1,9
RDW/IDR-CV % 158 +£30 14,0 + 30 13,7 + 30
RDW/IDR-SD fL 56,8 + 80 58,0 + 80 62,3 + 80
PIt 10%/uL & 10°/L 48 +£20 248 + 40 486 + 60
MPV/VPM fL 8,6 +30 9,7 + 30 9,8 + 30
PCT/TCT ** % 0,041 + 0,041 0,241 + 0,100 0,476 + 0,200
PCT/TCT ** mL/L 0,41 + 041 2,41 + 1,00 4,76 + 2,00
PDW/IDP ** fL 15,6 +£30 16,2 + 30 16,3 + 30

** For research Use Only. Tosbko uist HCCIeIOBATENbCKHX IIENCH.
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R&Dsystems EUROWCEg

a bietechne brand

ASSAY VALUES AND EXPECTED RANGES

TABJIUILIA 3HAYEHUIA U OXKUJTAEMBIX PE3VJIbTATOB

QCP Data Months :

Tlepuoa npuMeHEHHUsL:

May, June
Mamn, UoHb

L

CBC-5DMR

CONTROL

LOT

2

BC2405B

10-07-2024

Instruments :

MINDRAY "QC MODE"

1 CONTROL | T | 1 CONTROL In | | CONTROL IH |
Instrument Parameter / Paramétre LOT BC2405BL LOT BC2405BN LoT BC2405BH
Mean N Limit Mean N Limit Mean N Limit
Cibles — Limites Cibles — Limites Cibles — Limites
MINDRAY WBC/GB 10%/uL & 10°/L 3,41 + 0,50 7,95 + 1,00 17,96 + 2,50
NEUT# 10%uL & 10°/L 1,65 +£031 4,40 £ 0,72 11,40 + 1,62
LYMPH# 10%/uL & 10°/L 1,34 +0,31 2,39 + 0,64 3,74 + 1,44
MONO# 10%uL & 10°/L 0,24 +£0,18 0,56 + 0,40 1,15 + 0,90
EO# 10%/uL & 10%/L 0,15 +0,11 0,52 + 0,40 1,49 + 1,08
BASO# 10%/uL & 10°/L 0,03 £ 0,03 0,08 + 0,08 0,18 + 0,18
NEUT% % 485 £90 55,4 £ 90 63,5 £ 90
LYMPH% % 39,2 £90 30,0 + 80 208 + 80
MONO% % 6,9 50 71 + 50 6,4 + 50
E0% % 4.4 £30 6,5 + 50 83 + 6,0
BASO% % 1,0 +10 1,0 £ 10 1,0 + 10
BC-5800 RBC/GR 10%/uL & 10%/L 2,17 £ 0,18 4,05 + 0,24 4,96 + 0,30
& Hgb gldL 59 + 04 12,9 + 0,6 16,7 + 08
BC-5600 g/l 59 + 4 129 + 6 167 + 8
mmol/L 3,7 + 0,3 8,0 + 04 10,4 + 05
Het % 18,3 £15 39,7 £ 20 52,4 + 24
L/L 0,183 + 0,015 0,397 + 0,020 0,524 + 0,024
MCV/VGM fL 84,2 £50 98,0 £ 50 105,7 + 50
MCH/TCMH pg 27,2 +25 31,9 + 25 33,7 + 25
fmol 1,7 +£02 2,0 £ 02 21 + 0.2
MCHC/CCMH gldL 32,3 + 30 32,5 £ 30 31,9 + 30
gL 323 +30 325 + 30 319 + 30
mmol/L 20,2 19 20,2 £ 19 19,8 £+ 19
RDW/IDR-CV % 15,6 +£30 135 + 30 135 + 30
RDW/IDR-SD fL 47,6 + 10,0 495 + 10,0 53,1 + 10,0
PIt 10%/uL & 10°/L 53 +£20 255 + 40 500 + 60
MPV/VPM fL 8,1 +30 9,3 + 30 9,7 + 30
PCT/TCT ** % 0,043 + 0,043 0,237 + 0,100 0,485 + 0,200
PCT/TCT ** mL/L 0,43 + 043 2,37 + 1,00 4,85 + 2,00
PDW/IDP ** fL 159 +£30 16,1 + 30 16,3 + 30
P-LCC 10%/uL & 10%/L 10 + 10 69 + 25 155 + 35
P-LCR % 19,1 +10,0 27,0 + 10,0 31,0 + 10,0

** For research Use Only. Tosbko st

o [ rer
adl

HCCIIEOBATEIBLCKUX TICIICH.
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Rsd systems EUROCELL
abietechne brand Dlagrostcs

ASSAY VALUES AND EXPECTED RANGES
TABJIMLIA 3HAYEHUIA U OXKUJTAEMbBIX PE3VJIbTATOB

QCP Data Months : May, June
Tlepuoa npuMeHeHus: Man, UoHb

CBC-5DMR

CONTROL

LOT BC2405B

%

10-07-2024

Instruments : MINDRAY "QC MODE"

1 CONTROL | N | I controL N ] | CONTROL IH |
Instrument Parameter / Paramétre LOT BC2405BL LOT BC2405BN LOT BC2405BH
Mean N Limit Mean N Limit Mean Limit
Cibles — Limites Cibles — Limites Cibles — Limites
MINDRAY \WBC/GB 10%/uL & 10°/L 3,35 + 0,50 7,85 + 1,00 17,40 + 2,50
NEUT# 10%/uL & 10°/L 1,62 + 041 4,35 + 0,95 11,34 + 2,09
LYMPH# 10%/uL & 10°/L 1,27 + 0,30 2,17 + 0,63 3,36 + 1,22
MONO# 10%/uL & 10°/L 0,23 + 0,23 0,54 + 0,54 0,82 + 0,82
EO# 10°/uL & 10°/L 0,20 + 0,20 0,67 + 0,67 1,62 + 1,62
BASO# 10%/uL & 10°/L 0,03 + 0,03 0,12 + 0,12 0,26 + 0,26
NEUT% % 48,2 + 12,0 55,4 + 12,0 65,2 + 12,0
BC-5150 LYMPH% % 38,0 +90 21,7 + 8,0 19,3 £ 70
MONO% % 6,9 + 6,9 6,9 + 6,9 47 + 47
BC-5000 EO% % 59 +59 8,5 + 85 9,3 + 93
BASO% % 1,0 +10 15 + 15 15 + 15
BC-5000Vet [RBC/GR 10°/uL & 102/ 214 + 0,18 4,06 + 024 5,00 + 0,30
Hgb g/dL 56 + 04 122 + 06 16,0 + 08
BC-5120 g/L 56 *4 122 £ 6 160 + 8
mmol/L 35 + 0,3 7,6 + 04 9,9 + 05
BC-5130 Het % 17,9 + 15 38,9 £ 20 50,8 + 24
L/L 0,179 + 0,015 0,389 + 0,020 0,508 + 0,024
BC-5140 MCV/VGM fL 83,6 +£50 95,9 + 50 101,6 + 50
MCH/TCMH pg 26,2 + 25 30,0 + 25 32,0 + 25
fmol 1,6 + 0,2 1,9 + 0,2 2,0 + 02
MCHC/CCMH g/dL 31,3 + 30 31,3 + 30 31,5 + 30
g/L 313 + 30 313 + 30 315 + 30
mmol/L 19,6 +19 19,5 + 19 19,5 + 19
RDW/IDR-CV % 19,3 + 3,0 16,4 + 3,0 16,1 + 30
RDW/IDR-SD fL 59,3 + 8,0 58,3 + 8,0 60,8 + 8,0
Plt 10%/uL & 10°/L 50 + 20 253 + 40 502 + 60
MPV/VPM fL 10,6 +30 11,6 + 30 11,8 + 30
PCT/TCT * % 0,053 + 0,053 0,293 + 0,100 0,592 + 0,200
PCT/TCT * mL/L 0,53 + 0,53 2,93 + 1,00 5,92 + 2,00
PDW/IDP * fL 155 £ 3,0 16,1 £ 30 16,5 + 30
P-LCC ** 10°/uL & 10°/L 16 + 15 93 + 25 200 + 35
P-LCR ** % 32,7 + 10,0 36,6 + 10,0 39,9 + 10,0
* For research Use Only. Tonbko 1y1st HCCIEN0BATENBCKUX LIEEN.
** These parameters are not provided on BC5000 & BC-5000Vet analyzers.
Otr mapametpsl HegocTymHbl 11 BC-5000 u BC-5000Vet.
T3] c€
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RsD) systems EUROCELL
a bietechne brand

ASSAY VALUES AND EXPECTED RANGES

Diagnostics

TABJIMLIA 3HAYEHUIA U OXKUJTAEMbBIX PE3VJIbTATOB

QCP Data Months :

Tlepuoa npuMeHeHHUsL:

May, June
Mamn, UoHb

CBC-5DMR

CONTROL

LOT BC2405B

%

10-07-2024

Instruments :

MINDRAY "QC MODE"

1 CONTROL | N | I controL N ] | CONTROL IH |
Instrument Parameter / Paramétre LOT BC2405BL LOT BC2405BN LOT BC2405BH
Mean N Limit Mean N Limit Mean Limit
Cibles — Limites Cibles — Limites Cibles — Limites
MINDRAY \WBC/GB 10%/uL & 10°/L 3,25 + 0,50 7,75 + 1,00 17,50 + 2,50
NEUT# 10%/uL & 10°/L 1,71 + 0,30 4,61 + 0,70 11,81 + 1,58
LYMPH# 10%/uL & 10°/L 1,27 + 0,30 2,25 + 0,70 3,50 + 1,40
MONO# 10%/uL & 10°/L 0,08 + 0,07 0,27 + 0,24 0,44 + 044
EO# 10°/uL & 10°/L 0,20 + 0,17 0,62 + 047 1,75 + 1,40
NEUT% % 52,5 + 90 59,5 + 9,0 67,5 + 90
LYMPH% % 39,0 +90 29,0 + 9,0 20,0 + 8,0
MONO% % 2,5 + 20 35 + 3,0 2,5 + 25
BC-5300Vet |E0% % 6,0 + 50 8,0 t 60 10,0 + 80
& RBC/GR 10%/uL & 10%/L 2,11 + 0,18 4,02 + 0,24 4,89 + 0,30
BC-5100Vet |Hgb gldL 5,6 + 04 12,0 + 06 15,6 + 08
g/L 56 + 4 120 + 6 156 + 8
mmol/L 3,5 + 0,3 75 + 04 9,7 + 05
Hct % 18,0 +15 39,8 + 2,0 52,3 + 24
L/L 0,180 + 0,015 0,398 + 0,020 0,523 + 0,024
MCV/VGM fL 85,5 + 50 99,0 + 50 107,0 + 50
MCH/TCMH pg 26,5 + 25 29,9 + 25 31,9 + 25
fmol 1,7 + 0,2 1,9 + 0,2 2,0 + 02
MCHC/CCMH g/dL 31,0 + 30 30,2 + 30 29,8 + 30
g/L 310 + 30 302 + 30 298 + 30
mmol/L 19,4 +19 18,8 + 19 18,5 £ 19
RDW/IDR-CV % 15,5 + 3,0 13,5 + 3,0 13,0 + 30
RDW/IDR-SD fL 60,0 + 8,0 61,0 + 8,0 64,5 + 8,0
Plt 10%/uL & 10°/L 47 + 20 240 + 40 466 + 60
MPV/VPM fL 9,0 + 30 9,7 + 30 9,9 + 30
PCT/TCT * % 0,042 + 0,042 0,231 + 0,100 0,463 + 0,200
PCT/TCT * mL/L 0,42 + 0,42 2,31 + 1,00 4,63 + 2,00
PDW/IDP * fL 15,6 + 3,0 16,0 + 3,0 16,2 + 30

* For research Use Only. Tonbko 1u1st HCCIEN0BATENBCKUX LIEIEN.
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RsD) systems EUR®OCELL

a bietechne brand

ASSAY VALUES AND EXPECTED RANGES

Diagno

TABJIMLIA 3HAYEHUIA U OXKUJTAEMbBIX PE3VJIbTATOB

QCP Data Months :

Tlepuoa npuMeHeHHUsL:

May, June
Mamn, UoHb

)SticS

CBC-5DMR

CONTROL

LOT

BC2405B

%

10-07-2024

Instruments : MINDRAY "QC MODE"
1 CONTROL | N | I controL N ] | CONTROL IH |
Instrument Parameter / Paramétre LOT BC2405BL LOT BC2405BN LOT BC2405BH
Mean N Limit Mean N Limit Mean N Limit
Cibles — Limites Cibles — Limites Cibles — Limites
MINDRAY \WBC/GB 10°/uL & 10°/L 3,25 + 0,50 7,75 + 1,00 17,15 + 250
NEUT# 10%/uL & 10°/L 1,66 + 0,30 4,42 + 0,70 11,23 + 155
LYMPH# 10%/uL & 10°/L 1,24 + 0,30 2,17 + 0,70 3,34 + 1,37
MONO# 10%/uL & 10°/L 0,20 + 0,17 0,50 + 0,39 0,86 + 0,69
EO# 10°/uL & 10°/L 0,16 + 0,13 0,66 + 047 1,72 + 138
BASO# 10%/uL & 10°/L 0,80 + 0,33 2,13 + 0,78 5,23 + 1,72
NEUT% % 51,0 +90 57,0 + 9,0 65,5 + 9,0
LYMPH% % 38,0 + 90 28,0 + 9,0 19,5 + 80
MONO% % 6,0 + 50 6,5 + 50 5,0 + 4,0
EO% % 50 + 40 8,5 + 6,0 10,0 + 80
BASO% % 245 + 10,0 27,5 + 10,0 30,5 + 10,0
RBC/GR 10%/uL & 10%/L 2,11 + 0,18 3,98 + 0,24 4,92 + 0,30
BC-5390  |Hgb g/dL 54 + 04 120  + 06 156  + 08
g/L 54 + 4 120 + 6 156 + 8
mmol/L 34 + 0,3 75 + 04 9,7 + 05
Hct % 17,3 +15 38,2 + 2,0 50,4 + 24
L/L 0,173 + 0,015 0,382 + 0,020 0,504 + 0,024
MCV/VGM fL 82,0 + 50 96,0 + 50 102,5 + 50
MCH/TCMH pg 25,6 + 25 30,2 + 25 31,7 + 25
fmol 1,6 + 0,2 1,9 + 0,2 2,0 + 02
MCHC/CCMH g/dL 31,2 + 30 314 + 30 30,9 + 30
g/L 312 + 30 314 + 30 309 + 30
mmol/L 19,7 +19 19,6 + 19 19,2 + 19
RDW/IDR-CV % 15,5 + 3,0 13,5 + 3,0 13,5 + 30
RDW/IDR-SD fL 49,5 + 8,0 50,0 + 8,0 52,5 + 8,0
PIt 10%/uL & 10°/L 51 + 20 252 + 40 492 + 60
MPV/VPM fL 11,2 £ 30 12,2 + 30 12,4 + 30
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Rsd) systems EUROCELL CBC-5DMR

abietechne brand CONTROL

LOT BC2405B @

ASSAY VALUES AND EXPECTED RANGES

TABJIMLA 3HAYEHUI Y O)XUJIAEMBIX PE3YJIbTATOB g 10-07-2024
QCP Data Months : May, June
Tlepuoa npuMeHeHus: Man, UoHb

Instruments : MINDRAY "QC MODE"

1 CONTROL | N | I controL N ] | CONTROL IH |
Instrument Parameter / Paramétre LOT BC2405BL LOT BC2405BN LOT BC2405BH
Mean N Limit Mean N Limit Mean N Limit
Cibles — Limites Cibles — Limites Cibles — Limites
MINDRAY \WBC/GB 10°/uL & 10°/L 3,23 + 0,50 7,76 + 1,00 17,39 + 2,50
NEUT# 10%/uL & 10°/L 1,65 + 0,30 4,44 + 0,70 11,37 + 1,57
LYMPH# 10°/uL & 10°/L 1,25 + 0,30 2,26 + 0,63 3,43 + 1,40
MONO# 10%/uL & 10°/L 0,17 + 0,13 0,40 + 0,31 0,89 + 0,70
EO# 10°/uL & 10°/L 0,16 + 0,13 0,66 + 047 1,70 + 1,39
BASO# 10%/uL & 10°/L 0,79 + 0,33 2,13 + 078 5,29 + 174
NEUT% % 50,9 +90 57,2 + 9,0 65,4 + 90
LYMPH% % 38,7 +£9,0 29,1 + 8,0 19,7 + 8,0
MONO% % 53 + 4,0 52 + 4,0 5,1 + 40
EO% % 5,1 £ 4,0 8,5 £ 60 9,8 + 8,0
BASO% % 24,5 + 10,0 275 + 10,0 30,4 + 10,0
BC-5390 CRP |rBCIGR 10%/uL & 10%/L 2,11 + 0,18 4,01 + 0,24 491 + 0,30
BC-5310 CRP |Hgb g/dL 55 + 04 120  + 06 15,7 + 08
giL 55 4 120 t 6 157 + 8
mmol/L 34 + 0,2 75 + 04 9,7 + 05
Het % 17,3 15 38,8 £ 20 51,5 £ 24
L/L 0,173 + 0,015 0,388 + 0,020 0,515 + 0,024
MCV/VGM fL 82,2 + 50 96,8 t 50 104,8 + 50
MCH/TCMH pg 26,1 +25 29,9 + 25 32,0 + 25
fmol 16 £0,.2 19 £ 02 2,0 £ 02
MCHC/CCMH gldL 31,7 +30 30,9 + 30 30,5 + 30
g/L 317 + 30 309 + 30 305 + 30
mmol/L 19,7 +19 19,3 + 19 18,8 + 18
RDW/IDR-CV % 16,1 £ 3,0 14,1 + 3,0 139 + 30
RDW/IDR-SD fL 47,4 + 80 48,6 + 8,0 51,9 + 8,0
PIt 10%/uL & 10°/L 46 + 20 246 + 40 488 + 60
MPV/VPM fL 9,3 +30 10,1 + 30 10,3 + 30
PCT/TCT * % 0,043 + 0,043 0,248 + 0,100 0,503 + 0,200
PCT/TCT * mL/L 0,43 + 0,43 2,48 + 1,00 5,03 + 2,00
PDW/IDP * fL 15,6 £ 3,0 16,1 + 3,0 16,2 + 30
P-LCC 10%/uL & 10%/L 9 £9 63 + 25 142 + 35
P-LCR % 20,3 + 10,0 25,8 + 10,0 29,0 + 10,0

* For research Use Only. Tonbko 1y1st HCCIEN0BATENBCKUX LIEEN.
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