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Biotechnology — Cell Counting —

Part 2: Experimental design and statistical analysis to quantify counting method
performance
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f5E accuracy
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{ABEIRIE cell concentration
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MBI EGLFE cell counting
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AR cell suspension
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f%F Debris
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MRERITE differential cell count

SR M A AR E, I8 R A E 1 2 D — AN [ %) 2 LR A G A A PR T B X 4 R
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FHEEE) dilution fraction
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REARY dilution series
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SEIGI% 3T experimental design
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MR independent dilution
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hEfEZE intermediate precision
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2 BAEN R RZERHE N CEE N R SRR ZE . RIE:  VIM JCGM 2002: 2012]
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E=MR limit of quantitation
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M linearity
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#HMEIE measurand

FLI & 1 B

[SRiE: VIM JCGM 200: 2012, 2.3, BB—7FBAREAEE. ]
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MEFHREDE measured dilution fraction
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M ZEFREB! measurement model
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M2 33FE measurement process
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MEFEE measurement precision
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[SRJ8: VIM JCGM 200: 2012, 2.15, fEoq—ERE AR
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Eb45 proportionality
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Al fEATHEh, TR AR R RS A (R B ZE R D IR .
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oy, WEERPEELRAVBASE X)) FeLLEE (), BHRZE.
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LE 5 E %L proportional ity constant

He I EAE 54\ S 8E B AR AR 1) Bk R
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LE 53524 proportionality index
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p{E p-value
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=2 quantity
— MR . PHREYR T, MR — AN KN, AT RS R RN
[SkJs: VIM JCGM 200: 2012]
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EHJ{E quantity value
R ZHEH — R AR R
[SRJs: VIM JCGM 200: 2012]
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SeEl/iEH%SEE range/applicability range
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BEYE reference material
S EkRH reference standard
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2% 5% reference method
SENMEFEF reference measurement procedure
BN T I B AR 7, FLI 4 B P T DAk e o At D B A% SR AR () R SR S M 2R L, T
REHEBRAEZH )i
[kiE. VIM JCGM 200: 2012]
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MEWEEMEMH repeatability condition of measurement
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[SK¥E: VIM JCGM 200: 2012]
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AEEM repeatability
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BIM4E reproducibility
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EIFM selectivity
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[RJ5: VIM JCGM 200: 2012, 4.13, BISC-MIER 7 —MARE, HEA RS G ERARY] . ]
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YMPAJE#% stock cell solution
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BRGIRE systematic error
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[SK¥E: VIM JCGM 200: 2012]
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B true count
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I8F validation
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AJ 35 variability
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HREE M BT (ndfio g, B SRR MR S A, I ) ROARAE BTk i H 1, IR
FE R T AR F AR 7 75 520 1 R N RSB M. ThER BT (B Th 26 4B ) (RIBIF 72 7E & AR MR 1%
R B IS B A R e 77) P DA ESE 4 50 T IR 43 [8] o I 2 AN 5 BE 1) 43 W B A B T B340 1)
S Wit (S5 CHk: JCGM 100: 2008).

L SR ot i P R R E P — N R R 2R, SR BR B0 v B AT e i S IR R A B 2 U B
SRIE B RARRIENARE MBI, e E RN .

1 ‘ |
Cell Counting _
Stock cell Cellsin
Measurement Process: Sample ——

X =

Upper limit for

Lower limit for
intended purpose

intended
purpose

(dfy)

Target DF dfl df2 dfg ................. de

+ Random -
labeling 4‘,‘ [\
* Blinded \J U

e
\‘ “‘\ [\ w" \‘\ \“‘ | ';‘
J U oo\ ¥ ‘U‘ U W/ \ ¥, \
Observed A’\‘ Independent replicate 14/\1

test samples (j)

Value

(Yijie)

Observation 1

Observation 2

Observation 3
Observation 1
Observation 2
Observation 3

Replicate
Measurements
(k) of a single
test sample

B2: IREERR T — DR BB R Bl AR B R IRTEROT 4R, BRSO RRRE % T — 2 B AR
B ¥ (df1, df2, .., to dfD o FEAMREIEMNARES (ni=3) #F 2 HI & =G HI A, IR AR I R
AT IR RIS (Kij=3)

5.2.3 FERBRIBHNIEER

FERGRE R U FEILRE v, AR 7R A e 35 2 DR AR A DN kAt f 7 T RE SR M 200 0 - 50 0 B e A e

7 RS E T o
JRHR TR T, DA PRad e mT A A A e A AR 2
13
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FEVE % J5 SRR AT, 7870 TR A A I R DA™ A 25 50 () A0 B2l o 200 R PR A R R S 9/ DRI
TSR 7= AE 128 S 2k

L WM REARRAE I AT DL oK PR B bl H T BRI R S RS AR ] AR 1 o AR R R o 7 A
Ty AR O 4

RENFRRE 3 BN ST IR AR B, DA B, 55 T SRR R AH OC (R B A% o 20 RN B IO PR I R AR B
(7, FF BARE 7 BUE TSR E A G N, B0 mT DO i = @A R 2 1, )] U FH e AR
o

HAREOUT, R8N 2 i, B Tdfi. SAM7ESEPrig e, ESLiMRE 20T fe s b
BEALER AR G 1K 77 2 25 H PR AR 70 480, AT 5 AR AR A o R PR VR A 2 W] B8 52 31 2 M R 3R 1) 5
Wi, EAERE R ZE . AR AN ST AR R B A AR T Ot AR MR BEIN R AR e 1, DA
SOELEMBEP IR G RES . AR 73 B0 I R N 7% RS MR AR R P PR 2 0

2. R A st — b AR p v MOk 3R45 . 2 W25 SCER[9]ANISO 8655-1: 2002, 1SO
8655-2: 2002F11SO 8655-6: 2002

& YRR 22 X0 T R e B (1) 2 i T A B

3 FEARSCAEH, FWR 22 R e 78 i) 25 AR A A i o R S PR A AR R AN HERF B Pl 5 [ 2
iRZE . BT IRE B A B Y 5 R ZE A SR ERBRZE T .

FE W% 22 X0 B R ST M 1) 2 i v DLAAE S50 1 v 2 i i STt 58 AT AL (T4l o FRVPA R 1%
28508 MR 58 B DT AR (1) 7 9 R LB SR AL L

T BRI RO VT AG A MR ZE X W R e R I TR, F P e SURS MR ZE 0 W R S S ME DUBR IV 2
P, FEIUER] i R B2 hrE (P SRALL) 6

W I BRI AL MR 220 MR e B L I DTk, Bl TR A B 58 SR IR 22X R 56
B TTRR I SZARE, TAE AR AR A M RE i, AT DLd ik SRASA AP S AR A A it 1) 0 22 DF
K AR AL T 25 0 B B e B B STk (LB EAL2) . FEXFHIBWL S, MENRBESBNES, BN
DFmeasured = {df;}ij(#1DFmessured ={0.104, 0.995, 0.102, 0.310, 0.294, 0.301...})HFPUK5, KA
Su gt i ik (LB FC).

5.3 MiXHEERRE

AR IR SR AR WS IS R, AR ORGSR I iR i PRI R 20 B B B

AR SR AR B SRR P e T B SR N T B A (B, A A T EEAT T s A M v ) A/
BT SR A /2R A A A (BN, T BT A B T3 114%), M AR AR R &, DA
DRERAEN DRI AN/ B B i R o A A AR RE IR BEAN T, LA B N DA M 22 (KD 550

5.4 MiAtEREINE

AR MDA 5 PRI 5 S AE — J FR I TR AN 2 4 N 2R AT, DAORIRAR R A MR S FE AR RE R A1 FU i 72
HH T B R R 20 A AR ek R A R AR

I AR AR AP o A S i R S AR, MERAMRER PR IRE R R AR . S
ISO 20391-1: 2018, 1 fiftAE &I & i IR0y R 0

FEMI &R EAE S 2 7T, RO A AR IR 78 A

D5 7 42 BECA BTV 1 4 o 2500 e R S PR P AT o 20 B U S R A A b (e
o RHE ) FER AR TRE) HE RS E PSR AR AR E(InE &
KIE. 1135, BME S804 E). 2 IS0 20391-1: 2018 | i 215 E..

D N LY/ D 2R G 8] RN ) 5 2R3k AT

T BEATLIN LA 5 5T T LA RGP RN 200 P 1 5000 2 iak et 5 2 P LA 4 A kot 28 G i) 2050 7 (1) S
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JSZE 35 M) 28 B ARG AR ity BREAT BEJOUL 52 (R I 8] T B, A M A B 2 T et A R AR
IS T o

6 FirEE

AN SR S TR R I3

Quality
Indicators
Calculate mean cell _
count at each Ydf
Calculate mean cell df,-(?dfi) !
count for each test
sample ] {(¥;;.) egi:‘c:‘::i‘g:’ﬁ;] Calculate mean %CV 0/ _CV
at each df;(%CVqy,) oL Var;
J/ (CVi5) {
Fit to proportional
model R?
(/ly_roportional)
| h
Calculate Select method to Galeafate i Pl
€smoothed calculate PI

KB: BT HFERISEI BT 11 B 5 R HI 3 BT Fean &
6.1 FHRERIHE

— AR GURE S g BE T (vdf) . HHEBFBESECNdf, AT ARER, H
rRIRREA RS Nj=1, 2, ..., ni:

Yar, = >

Y'ij FRORR AR AR O f i — 4 K CE ST M, E R B0vd i, ARy

17' . Zk U YUIC
L

j. =2l (6]

6.2 WERE ’

SR P 6 8 S UL T 6 S A 5 2OV A LT 4 (V) 7.

TR B S 10— 2L WK, 76 F AR A Bt il R, R R H (CV) Mt
A

standard deviation

1 Kij S 42
J—Kﬁlqu(i’ﬁk-"u-)
CV;: = : =

Y mean 7y

[7]
Yij R MRTFEA R K i b L S P AR, et 5 5 U08Eq.6
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— AR FAENARRE i 1T F KA (%evdfD , HEFRBESECNR, TTURUF AR
oo, A AR LI R & B0 Jyni:
Z?ilfVij

(8]
CVijITH R ARNEQ.7, T EA HARkRE 7 Brd il AR ENICR: ihj 122 5 22 5.

6.3 ERIRREIMEG

Y5 dfi A R B, T LG LR A R
Yi=p v dfij+ €ij [9a]
Horf
Bl BRI & A ki B
€ij  FRYij R R
R S AL TR, IR AL AR R SSRGS IIRALD |, EEHR
B Mt H AR dfio T, 78 ELBIRIRA A b, A4S /AR T SRE L8 45/ H R R 43
Hoi I SRR AL Cdfij) .
R 56— AN 24 P B SR H R TR A I M - 77 2 5 R AT 1.
U521 T 5 88 3 M0 LA I FEY R/ — TR 7 9 5 B O 8- 7 2 5% AT VA
Vo EVERSSUF, R RME RO AN RO AT R . XTI WA B S AR T
o T S F R I T 2 o T A R 4 $ 0 B A S, M7 2 R — AN
M. KT, EAPERFIC R, SO A A, IR, YRR S (A T DA AR £
HOR AL R TTAS PE IR . 7T L% B T2 T34 TR S BT 27 2 2 T A 36 R o T DA PRI &5
R 8 R oK 3 R R S O L 57 2 5 R
b TARAREA,  H R T 40 o R 5
Apjroertonti= 1 dfy [9]

6.4 RERH

PE RE(RA)ZE AN I T EFE A A SL 88 i v U i By, VRO S — IR RIS
FEPE FIFEHE o

ELBIRE R A 75 2T SR

LT L5 IR :

Ei Ef(?i17 A;roparriona!.)z
Y Xi(¥i—F.)?

R*=1- [10]
Hr
YT A R AMRER IR & i B R W TR P R B, B A UONEq.6. Yo - B BRR
PEMFE S T — 4 DF B An B 20 R Yy 3aME, T —Hni/ N E S R LN U S T & .
_ LYy

Y.==n [11]

6.5 teflies (PD
ELAB 8 A (P 1) 2 32 T 306F ELAGIASE AR A0 5 A T T 52 22 (@smootnea) AT 73BT SR T4 o
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WL BT AR ZE VR AT 1 BN 20 B E 208 5 % B BRARA 1) B R B R M R AR
AN A2 Mt B8 LU 1 () R B8 22 o BIERFH T 2D 08, 5 AR 47 DM 1) i 22 2 EH B LA S 1 D R 4
REMRFR G SRR SR, PR ZERVES, AR AR ZREAS, 18D T BENLRZ R,
AT DA 7 BT U 2 O 25 L P R SR 2

H2: PUZ2SFTHR M4BT o0 S B A S RE e, IS4 W& RS Ak i v B A
H A IE S B AL B S A DL BRI AR, DASAE YR AR P A5 FH (1) SR 56 B -0 Ge o3 A 5 i (gl
NS UECRN it FE R R 2040 o

HE3: PIRITHE ™ EARH TR 00 AR o B (s WxR2) . MR 0 B b R B FE I B LB R G ik 2
B INP I AT AR o

6.5.1 FEZRZEHIITE (esmoothed)

25 2 F 8 IR SE BEEARUERT , 72 BT HARFRRE D B firt) — Hni MR EDNARE i b, A
IR IBCRE T EME (YafD) RIFEREA ST eismootned: 21T :

el:smoorhed — ?H’f[- _ Ag;(;portional. [12]
He
sproportional  RLEAfUACIALTHAIMECE, AU MBIHTIHE, AT
dfi
Ag?zportionai — 181 ¥ dfi [13]

PE TGV I EACE R T AR SR S P 58 SRR S B bR v IR O, W DA ST B 55 A ot o) 45
RO & R Bd fij. ARG, MRAEPIRB, w0 & AR 7 Ed iR vt S A MR M IR
HFHE ik 22 (eismoothed) °

6.5.2 LtbfleE (PD BITE

i P AR 4R T 22 (emoovedsfeysmooted) 1P

P P AR AR BT 0 B 0 PR PSP J ik . LR T VP AT ATV

PEe PIRTBLSR IS RO, RERIT R AT R (O B (SR

HL: HET TR TR O BP) B 7. (BT E— R R T T
SR I B )

PIITHE T i% Dof LA K0 (P 14 52 1 ik

RA(ak He i R E) P TRRZEMIE, T IRb SR i S I R
JE, MM ZEA R, ST RSP &S . (T R2pPIUE VS g ~
1),

R2

17



GB/T XXXXX—XXXX

o H o LT AL LU B BEAT 0 BC XM T IR R AE AR R 70 B b 12 ST s AL i xo

2914
PIF DTk

DAL BT A T 43 b T 20 IR TEr, PSS 5k () Ak 20 S 45 B
ARG 2k B KR

BARLER R (TR RGO R RGO 16 BRI R IE R  [6], 724747
HHE WG, TR BT,

E B PEL A SR I R TR 2 [ ) 7 2 (AR A B0 R, RS P T Tk
P LN 07

A DASR S 22 M7 20 B Rk 638 & U N T AP 15
e AE—AMT, AT DU A1 ik 22 ) 28 60 1 3R DA L B R A 7 T - B s A CE, - 4

IR ZE R RN (Plsapssr) ) 5 KRB XA 2L B Geit- AR B L oTik . 50,
FEHSE AR FEREREAR AT NPT RE 2 £ SRPIRRFERIR . BRAh, S5 5RZERPITEFLL, 8 <R 4%
{87 7T LA/ BB RO RE R, JF HAEI S Ge i b R SE U Bk 22 B (R, R — Nk 72 1
H—AMFE, EXPIRTTERCE ZFIRE) .

ARATA T EPI T RERUR B, 1S HEEC.

6.6 MMBYGIt DA FI R EIEHR

A T H KA HAR G 287 T3 AT AR T A S e v RS (K 4 it T Bkl R TR RO T

PRSI TG R AR SR AN R (Bl 2t ThERS L, ERACRYENARE A %CVEE). HI T4
B TR B A0 7 325 RO B N e 2 B 1 5 SOl it o

R
ARSCA R B SRR T AN GE T M B4R H B R AR PP A A G O R AR B A

FESACHE . Bt R AR AN E I A B IR R T T 595 . B FR Ao BT Bl R A BT 78 A 20 A
b TR 5E 1] o

6.7.1 %CV HIFETE

B 25 5 R (O6CV) (AR AN EC AR
AL LR 35 X 61 7 ) bR AR MR 2 ] (CV

6.7.2 R?HURETE

R BBV L A0 51, REBRK R A R 55 LI B A 0L 458 o R2BIOKS, R RS AR F) FT0I B 3% 17

WL Hge SR LE AR A . REAGIPAS MO T Bdl A REALAE Sk . R, RPELANRE X 7 EL R fl 22
FRISREE HT BE AR 5 1 (B A )38 2 RGBS SRS o 0] BRARTE 72 (RIARST ) R PRAG 228 T B A
D5 A B PR I R R RARAENE RE, T AN 2 T 128 LB PR ) R G R 72

PP AR Fh 000 B 1 FUR0 FH 3 i 5 R R2 K 225K
T R2>0.957E A & OCER M — iR 5 A o <.
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6.7.3 Pl{EMERR

PUE RS R T El B AR I e B2 o Pl F T8 20 VR A A M TS0 SRR i o &, DR DA AT f
1 LU 1 DLAR DI A AE BB LN SR SEVE T R 22 Bldn, 20 T S50 o ed A ) SR 808 22 i f P
HH R B PR R A B T A v R R B R 22, T FEARPL

FH P AR e 000 ) FUUT g 1 RE P I EEKR

L PUS AN BEAR R B2 RS EU A1) P 00 e % 22 B SRR o 5 W o L A8 1 U R 22 A o S BRP I Wt 35 24K
VAR LISA S

HRABARIE THEEPIN 5%, BOm MIPUE AT AR 5 L 5 &R 0 22 BE K BB /e B, A4 F 2 1
TEIRZRIRZHIPL CRIPIRZSR) HIIEHL T, SEHITOMME R R 5 ok R W2 B, W E R EE%E.

TE2: PUEAIE M T VP 4 i v B8 B i — P Re

6.7.4 Pl {EHIELER

FEAS A R R R 28 910 S B BT (L5 44 SC AR BAER) S B I B ) MR [ G v 3 7 ik i i L R, P
B AT R .

A DA AP M SR VP 4 P o 5 T A 2 )L 0 B A8 2R ) T i 1 £ A8 0 2 11 222 5

FEARBLAORRRE R B SLAR 250 T, AT DA PIEAT = IR B =R LA B PP, DA A2 BAT B DX Ta] (114
Pl DME TR T Bl A% BRAP UE

B, HPAT APV, O8 7 VPS4 B E R PP U 2 18 R 1 S 1, AT BN AR
ZHE BT ITIERE P UE I EAF X5 .

IERPATAESEA 250, Bl RAESRAT 0 M L BT 0 T B S RSk A, LA 91 4 | 285K T3
G RV S SVE S | QE R e N E SN (VIS RS e aNib e il REY S DR

EL: AEME R a0 KRS S A S AT I A — B O

E2: AE RPN & A E I K EPUE T 3050 4 A v ] Bt A ke 5 A0 s 57

7 RE

7.1 REHEFRE

AT AN IR B RO, A A /ml

A A L -0 2 R T o, AT AR 200 M v 250 L 2 0k (491 G 4 L/ om 2 R4 L /mg R A )
s ML DL R T =R A

a) YHEAdFirYdfi (1.6.1)

b) FEAAfif%CVdfi (1.6.2)

¢) RZANLLFIEEAIILA (I.6.4)

d) PI(1.6.5)

7.2 EERHWESBBREDRFEN

A N ALFE T IR T AT AT S B, BRI N A%, DUEE SR H R S 5 S0 st A
S A s TN SN U A R VA L

a) MR EELS T E R EE(IL5.1.2)

1. ME— H bR AR 7 305 (DF={dfi})iI=1

2. FARFIENAFE T (i)

3. HAEMEH(KI))
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b)  PEUT RS 22 X AR R S Bk R ) 7 VR (B N SR AL LT RR B TRVEATTY) , BAE PPAG PR Y B B AS

MIRRE 8, WEREA2FTIR o A REAT MR ZE 06 ME 5 B AL SRR I TRV, U AT 7 R VR Z2 0
B S BENE DR A A 7 52 SR B2 b

c)  ELBIRERYI G Al AR B AME- 7 22K R (I16.3).

d) HeBIREAIE T FE(N6.3, Eq. 9)

e) PIFITHETE(I.6.5.2)

KT SERG TR T 43 BT (%) BRI 25 2 2 T R B0 4 DA R 300 H 145 2.

Q) 2 PR -0 AR SR AR PR RN A T A A A R Y

b) SEIGWIH-F TR R (VR A IR, PhOr B SR RE), A 542 P U i ] £ i e

LR I TA] o

7.3

C) BRI A H N5 P TR ANt o) 5 AN B2 ] )R D

d) Giit R p-Mndats, MOnFEsRi e 3 EBaksEr B, o SRS
e) fESERTHMGH AT AR R E R A SR 4G

MR BN E L IER MRS ER

2 M T S B R ) BRI 7 A AT e L LA T H A5 2

a) AMRA, RUEHEMGE, 1S, R

b) BlGR-AK, SR, fitS, JFE, ShEAERE

c) IMEEE-CREAES. ERBE . RS Bt

PP M T R e R R AAR S A T BRI s ) DL PR A DA E
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Mt & A
(Hset)
MifF A(BEERD

A1 —iRE

FEARM e, FRER S8 BAVERF TR R ZE X MR Se BEE R Ok, AN KMl S B A ety T
AR — B R AL TR AP R ARV R e B (BRURZA ) HIRPIRER

A2 ERREZIE U RIREX R TR M ST R BT, UERRITRS/ERA ARG

ONTREPAL B B 58 BV E LR 1R s R PP v AR SR i R Se PR I TR, DAE DR AT A R T B2 278
7 SIS IE R R AR P AT & 7 SRS . BEAh,  TRVP AR e B AR e R4 ] DA
PEERAE N SIAESRAT AR TH B 280 70 AT O RE I T A

A FPA A R 22 06 R e Bk DR K s R «

A. 2.1 BB PEATFERMIMREENREANBERELSR GHFitEPL, 8RFES) ki
1THRE

TERANBARDF (dfi) ~, IETEIEAHR R R T ZIATFRE, IFA A R IR A .

T T8 IS EE AR [R) PR A N BB AT, o AR R (R RS YRR PR R PO RS T Sk s A R A2 S A P S A FH 288
AR R 7

R BEARE St o] DL BL R LR 2 —

i RS T TR P 2 e P 4 PR

i, —FPRTEA, T T VRSP A AR -

ANV A RFRRERE M, RN S KM SRR R 25 18 K T SR AN SR Bl SR IR RS TR 22

s o 71 I 5 PP P IS 48 P P A R 751 4

ERRE AT, RS AT BRI R &, Blmlijfim2ij, Hrhmlije ffsPereA i &,
m2ijE VAL R H AR R A d IR AR B R 0 R R T TR P o

7 FAT 2 0 R U RIS HE 21 B SR A% VR R T A R o SR A I ZI B, wR A 3 —
TR IRAS CLIRAIE (IRE S AR AR

B, R N0.0001 gffIA %I BE AT F TR A 2 220.01 mLRE S AR AR ) o 20 2 (2 LISO
8655-2: 2002 1 it 25 H).

A AR A TR A i 0 5 B AT R A PO AR &, U AN AR SR PR MU U o (1) 704 DF(d fijpre-evaluated)
it

BN

pre—evaluated _ M5
df;f T omy, 4 [A1]
1557+ M2y

FERLEAENLT OB RE SRR BUR A KBUH A% BT e e A S P . EIRXAMEAL T,
TETHE df ijpre-evaluated i B 5 R A5 AN VAT 2 B
A.2.2 HEMSCITHERRRTEN

“xtidfypre- evaluated vs g fifh & — 432050, O)RbIEI I ELL, B LGB G
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dfif;,re—eualuated — ﬁpipettiﬂgdfi +e [AZ]

Hrp

Bpipetting

€l

AETRART L PP 152 T1

KNG

Fondfpre— evaluated i Ly s 34 1) B R RS

THE TRkt 58 BEPE RO RS VR 22 TR RS2 R (Raitution T

U1 2R Raiturion 2K - BRAE T FISL 1 € 1 HI 7 € SUbmitE CRETTUMIATIZ)

CALEPIPF A A difi
BT O RRE S8 B A T B A VR 2 SRR ARHE L 22 /D 9 Rgition=> 0.98
N T AR BN ORISR SC BNE, AR 2B 2. fltn, mT LA AF 4R i h 3RS 5
KRNI &, SR JEE SRR LR B PTG 1) AR 70 4 fETH MR S BN, N5 [E R MR 2D B

FINHRZE o

GB/T XXXXX—XXXX

WA SRR C L 208, W]

R (RS IR 0 T 5000 B PO T P 3 - S VPR 52 B VR IR EUICKS S BUAE A M v Bl Bt s
Az 00 i 25 L A8 ) SR E BARAR
U1 2R Rainution 2N T AR R 1O 758 SUARHE, WIVCAMRE e B EA A o R DL, NAZ S I
WP BERE o WUER A B PP ekt — b it HLA P 52 SCRIRRHEDSARIE B, AEP VA 39
[A] R LASRAGI & (DF (dfij), FFRTPIHE, L e e B 2Rk ILIRA2)

HAL: TR BRI R 1 DI 2
HASDF o o fo |FAmefe (2 0 g [ W R R privetting |
Rk [ ERe [FEA | (@ (M) ) s E (e ;ﬁ;;
f1(mL) (9) (m2) ' R ™
(mL)

0.3 0.6 1.4 1 0.586 1.444 0.289

0.3 0.6 1.4 2 0.589 1.444 0.290 0.9754 | 0.9994

0.3 0.6 1.4 3 0.586 1.452 0.287

0.5 1 1 1 0.966 1.029 0.484

0.5 1 1 2 0.985 1.035 0.488

05 1 1 3 0.963 1.037 0.482

0.7 1.4 0. 1 1.351 0.613 0.688

0.7 1.4 c?. 2 1.356 0.615 0.688

0.7 1.4 (Z. 3. 1.335 0.616 0.684

A3

£ PLIHEZIZH RSN ER DF HIRBIFER, ERRENFERRSERER AT

AT DA B2 YR A I ) AT TR AT H A R 3 B R R A o 0 o o 2 ] DA B R R 2
TV EAE A0 O EARSES, I s Bz LESR A 1 I B AR 0 B(d fij) «
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A.3.1 RBIEEITPRmANERAR, 8 BFRDFA)E MRS ER, BTt
Ep|

TERR RIS FE R SRAF AT AR AMEMRARE A, 75 B AR FE 43 2500 A I H2 s 2 980 10 &40 L 2 A (m i)
(P SRR A2 VR R RV (m2i) (1) i =

A5 JEL A T2 224 2R A 11 AR A 220 SR 20t % AR ) 4 o v AN s R ) SR 2 T SR A& I 21 P
W) R FH AR R R IR A5 L BRAIE AR S A

B, RAEUE 2/ 80.0001 gIASHEZIRE AT T RS BRI 2K 220.01 mLAIRE SRR R 20 = (S 0
ISO 8655-2: 2002 1 fift 58 215 8).

B VR 4 L R AR R A o 1) 25 P AU 2, DA AR SR IR b (d 1) PR SE DU DF AT 550 -

- [A3]

mll.j-# My,

df]j =

FERLEEOLT, BB SRR DR A LR S5 (1 R A G . ARSI, fETHE
dfijis N2 FERER RN 25 B 5 5
RA2: BRMCERIENNAFEA 1 Hm AN EDF Al < 1 i R

AIROF g [hmea [ [ ey
T T fir:iu;% ()
(mL) (m2ij)
0.3 0.6 14 1 0.582 1.407 0.293
0.3 0.6 14 2 0.599 1.415 0.298
0.3 0.6 1.4 3 0.597 1.426 0.295
0.5 1 1 1 1.013 1.012 0.500
0.5 1 1 2 1.009 1.019 0.498
0.5 1 1 3 0.959 1.021 0.484
0.7 1.4 0.6 1 1.397 0.604 0.698
0.7 1.4 0.6 2 1.399 0.604 0.698
0.7 14 0.6 3 1.395 0.596 0.701
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A4 BETREHEBESUNGETERBRENAE A ENERRT.

When the Pre-Evaluation Approach (Annex A.1) for
Dilution Integrity is used and RZy;,n iS €qual to or

When Measured Dilution Fraction Approach (Annex
A.2) for dilution integrity is used or If R%p; 0, does

greater than user-defined criteria

Use Target DF (df;) in calculation of
smoothed residuals and Pl

H Assume Target DF is accurate
s ¢ based on pre-evaluation of
H pipetting error contribution to

H dilution integrity

Fit a proportional model to
data across all test samples
using a weighted least
squares modeling approach

i Perform smoothing by
calculating the average of cell
count across all replicate test

i samples at each unique
target DF

I

Axis translated to
visualize residuals

Calculate residuals (eis moothed) between the mean cell

count at each target dilution fraction (Y, ;) and the
estimated cell quantity from the proportional model fit

not meet the user-defined criteria

Use Measured DF (df ;) in the calculation of
smoothed residuals and Pl

e % Calculates measured DFs by
o P obtaining accurate volume
. estimates during representative
21 test sample preparation

l Fit a proportional model to

data across all test samples
using a weighted least
squares modeling approach

Perform smoothing by applying a
N flexible model across all test samples
-« (using measured DF data). The
ot number of coefficients to be fit in the
flexible model is equal to the number
of unique target dilution.

Axis translated to
visualize residuals

Calculate residuals (eﬁ"oathed

) between the
modelled cell quantity value(Ag;,’;“"e) for each test

sample and the estimated cell quantity from the
proportional model fit

BINL: T H BRI EDF (191775 5% 22 11 FE HY AN 77 22 1 T 2o
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Mt % B

YREB—HMEBREIE (DFmeasurea) B, THEPIERZE (esmoothed) HIFTIE

FEAN M TH I B FE VPO Hh SRAS I B AR 7 2 (dfij) I, AR AR MR bl B2 Bt
THEC grexiPle) -, W% A B 5 p T (1475 75 1 S esmoothed

N T W AFAANERIFRE T (esmootedi) I TR, JEIIXTY 5 dfij2 18] )26 R FEATIIAL
/N AR A, AR SR AT 2 A R MR R I R A PR B A KSR B (AP

FERIEEA R G I R B, BIREEE, ST AR B

Biln, EBA3A HiskRen £l = 3)AsEgn it SRR A B e i) — AR A .

ﬂﬁﬁfible =Yt (Vldf ij) + (Vzdf 3) [B1]

Hrp
Y0, YL, y2 AU AR R R R R
eijsmoothediiygﬁﬁ’fﬁ%'ri E‘](Mﬁﬁﬁj—(] , BisWRBSHITHE N
efjm.oothed — ;l{iiﬁgble _ A;é:?i?orti.ona! (B2]

Hrp
AgsiPrororional  Syd fabii At ISR, fEHEQ.OFRIBLIHE Y-

Az;;partional — ﬁl * dfij [B3]

25
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Mi & C
CE=Y)

HEPIKA T
C.1 EMAVHFiE P R EAEIHMER S FAVLL I T8 %R E

i LA~ 1B B 22 A8 0B AT SR FRIP MEL (P absssr)
L FHEQ. 1211 SHeismoonediif , Plapsssr Ik AT T :

Ehsmaothed
Plapsssr = X ~propertional [C1]
df;
Aggproportional 3 43R EQ. 13t TH I LEd fiAb I 40 M Hl
2 ffi FHejsmeothed (Eq.B2) B, PlapsssrfIZIAT AT
e.}':moothed
Plapsssr = EEE}' m [C2]
df

Hr
Adfiproportional ZTEdfijib AT EE, HRAKXHE.B3% H

C.2 ETEB%RE R2ITE PIAVIEHRH

BT IR ZRIIPI (PlR%sR):
i FHesmoothed (EQ.12) W, PlRZrIITHE AN

smoothed-2
Zile )

Ti¥yp,~¥.)? [C3]

Plyzgy=1—

Hrp
Ydfi HEQ.5%5
Y. RAEAGERNHARERES SR, Rt TN T EER

7 o= Zi¥ar,

1 [C4]

2 di Fleomoothed (Eq.11) B, PIR2SRIIHH AR N:

thed?
LT o

Plgege =1— [C5]

'« s flexible T floyibiley’
lej(ﬁdfij Aflexibile)

Hrp

Aapi®Pe R HEQ.BLEG R, X TR EERARMENKREA), £ HiswR s Hafidk

Aftedble 3 78 B A7 25 2 (AR AL MR AR LA A B AR B 2 8o, RIE @4 g f |
(Adfiflexible ) KIFH41E .

26



C.3

/Tﬂexibile —

Plr%sriE i G FE/E0RI12 7). PlR

ﬂexible

DT
Zing

ZoritR L, RNl RS

[Cé]

e RN E RS HTE PLAYE A=A
HeF IR R 22T T3 FTIPI(Plsosr):
PISq.S‘R — z Ej(Psmoothed) [C7]

T AN T 5% 22 2 A HIPI(P abssr) :

PIAbSSR — E 2]|esmoathed [CS]

FTF U5 i 5% 2 ~F 757 FIAIPI(Plsgssr) :

esmoothed

Plggssr = X Z)(W) [C9]

dfij

EXEE LT, Bk T0RIPIH IR

Y EA SR g e

GB/T XXXXX—XXXX

HAE SR IR

$FE.
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Mf % D

(=20
PR 1Pl B 40 g o S0 B AR O B
D.1 —fxik

M TS5 280 2y SR 5 e v B AR e 1 S SR AR PR B T RO VAR BT VAN . AR A1
W VA IR R IR S H(%CV,  R2FIPI)H VA 1% 77 15 IR0 52 153 A2 TE LIRS 26
i

D.2 MfI 1 ML ARG S ifEid

TEARZEBIRE T, ILRTE T 54 HARM R 7328, AR 0 B0 34 i B AR A e A o
FA 7732206 AZLAH 0 AN B AR A M A AT = S T B & . B ML FCRE AR 2, gL
E T FEAKRZE R0 B AR RE A o FEAS By 3 0 JEAT S 0 B 000 2 1K 20 B N LR ARG 1o 7E
il 28 g 7 B AR MM ORE S, SRAR I B A R A B SR I B R R A BOR T A AP, B A
A2HHBITIA .

S BOBE R AR (B S  Z R W M- 2o KRBT @M. (FHAES A
HEHEAT20000EAR,  fliTh 195 % [ BAE X ]

|
Cell Counting Method 2 for Stodk cell ;ample

Total Cell Count of Cell Type A (0,67x10° cells/mL)

Independent
Replicate Test
Samples (n; = 3)

FIFIF] [ |
e s [ an=01 | [dp=03 | [ap=0s| [dh=07]| [ df=09 |

Target Dilution

‘
| “ ‘\‘\“
| = | | \ | |
6 8 V]I
‘ | T | \ | \ \" 1/
| \4 \4 4
I |\

Random Sample ‘
Number 8 3 20 4 17 19 1 10 5 9 14 7 6 18 16 13 11 12 2 15

(blinded labeling)
D T >
Replicate
Measurements of a single
test sample(K,-l- =3) - ~Nom

KID1: ML SEas it A
D.3 M 1 MR KRNI IR

#D1: HBILR R IEEARE R ATEM EHE]: www.iso.com(H #F 5 HT)
ECAI AR 4055 (10 B8 R 22 ik WL IEID2.
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.
5
8
= ¥
<
B
)
o
L =
C —
o<
E= )
o . P
- > . L =
5 L f
e : ; L
g&’, ¢ L] .
o
o .
= )
3 .
" |
4 4
L
g
g,
-

Dilution Fraction

KID.2: FLGIBEARLAE A I E AR D Bl SRR R SEE . EAT: LB Y 5 5 A3 LAE T 22 )5 1Y)
HHa Ao (AL HHL/mL) o AT EEBIRR RO (1 B AR 22 o (B0 AHMI/mL) o AT : T AR ZE (e moo™ed)
KB LB S . (AL A A/mL)

D.4 B 1 BRFRE
D. 4.1 FREfEt: GRE7.1HHTER)

TEANfi. (7. 20) P40 - (Ydfi) AT7ERD.1H R E]
£D.1Ydfi X TR BArFRE S Edfi, WREDIEUmLE R (7.12)

B ) Ydfi (24 Y afihg ot g 22 (27
G
(dfy)

7132 0.1 108333 6300

Ji%:2 0.3 329983 17536
Jiik2 05 504705 16297
Fik2 0.7 757462 30249
T2 0.9 949571 7874

AR E A AR R R (%CVdfi) AT LIERIED2H R3] (7.1b) .
FkD.2: FANFiII%CVdfi (7.1b) .

W ERAY = %CVdfi i CVdfitr i 2
(afy

k2 0.1 5.6% 4.6%

Jiik2 0.3 7.7% 5.2%

Jik2 0.5 4. 9% 3.9%

Tik2 0.7 3.8% 1.0%

J7152 0.9 3.9% 0.5%
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RZJy LAY 0.5 (7.1¢) W42 D .3,
#D.3: RZYLLHIE A5 (7.1¢)

ETESH B2 HETESHEREED
e R2 I TFBRI5%EFX i b FRO5% B4 X
e A CammL | R L
%2 0.9984 0.9967 0.9989

BT FEE(PI) (7.1d)R R 5 LIRS 1 R S 22,  WARD.4.
#D.4: LB E(PI) (7.1d)

FFR95% CI (3 FFR95%CI (3
L TIESH A TAESHH %4
Plgpsssr SHT) EH
732 0.3465 0.2100 0.6875

D.4.2 WIS ELGIHHITAEAXEI2REER)
ik 7 B SEIG BT (7. 28)
i. MRy HARERLL B (D 2 5

. s Akt S (DF={dfi}il=1) : DF={0.1, 0.3, 05, 0.7, 0.9}
ii. A dfi EEENAEAR (D HE (nid)  (RD5)
iv. A EEANEENRAEAR () MELNN (b HE (Ki) (KD6)

#% D.5: A dfi b EENEEAR ) FIHCE (i)

ni Jiik2
Ny 3
nz 3
N3 3
N4 3
Ns 3

#D.6: BANE MR AR G) 7R 1 3 W S5 (K)
Kij J71%:2
K11 3
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K12

w

K1z

Ko1

K22

Kas

Ks1

Ks2

Kas

Ka1

K2

Kas

Ks1

Ks2

W W W WwW[w|w|[w|[w|[w]|w|lw|lw

Kss

3

PR RSB R 22 0 i B 5 1k DTk (14 7595 (7.2b) -

i TR RIS, RIEFN S A2 TINEIFRELL (dfij)
ii. 8] R BUZ 90.0001 g FRIA HE R P 3EAT BT &
il MRAEHE R BATKTSR CATHE 13T dfijMle  moomed [P I{E .

RD.7: BASINGURE a1 & DF

EEIR
=N H#DF | JEDF
1 0.1 0.1020
2 0.1 0.1013
3 0.1 0. 1047
1 0.3 0.3013
2 0.3 0.3022
3. 0.3 0. 3003
1 0.5 0.5024
2 0.5 0. 4986
3 0.5 0. 5005
1 0.7 0. 7003
2 0.7 0. 6963
3 0.7 0. 6969
1 0.9 0.9004
2 0.9 0. 8991
3 0.9 0. 8993
TE LU BRI (7.2¢) H FH T A8 O 22 0 R IR -

PE-T7 ZZ R A MRS J7 2 SMERRIELE . HEBIBAL& J5 7 (7.2d):

GB/T XXXXX—XXXX

(D7)
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D. 4.

i (Adﬂproportional :B 1% dfij

), RBUNFEDSHT~

RD.8: LB AL 57 FE (AgpProrortiona! =B 1 dfy)

GB/T XXXXX—XXXX

TH0k s s | VREER . HTAeESHH ETIESHH
I wﬁfﬁ BEMIBATI5% | 241195% CI(
(4t f/mL) CI(ZH f2/mL) 2 ff/mL)
i T
182 AL L BRI 1059214 1040052 1080296

PIFITHE J7v%(7.2¢€):

i UPEPI T e 452 e B R 2 (40 (R AT (Pl avsssr)
i, PR TR R 3 K AT T b3 (e oot

iii. PlAbsSSRE(JH‘ﬁ/A\ﬁ:

Plapsssr: Plapsssr = 2i 2

smoothed
i
Apropartianat
af.:

3 728073 RTSRIIRIT St oAt SN ET MMM EER

2 B SR -

i SRR R

i, BRI S 10% FBSH e EEMEMES 75
i, fERIRMIRE (4/mL) : £7923700
iv. FThiHE S AR vk k2

MaRE i
i MR

- 410% FBSIHIMEM 58 4 5% 55 3

i, AZBENLAR U0 BEAT LA R
i, it 1 28 P A5 2 PO 02 A B

ST A 2R Y
i dHMSRA: AT4H)H
i R,

DN ARE it 2 BB DM B P«

Lo TR () -
i, BENUREA B G =0T -

FESHEE ST CE
i AT A ESE AR

i. SIS NTRIEGE K 0.95 AN ELBII I INfE bR

S A AR

200

RD.9: VHAARFRIE R NG AR

2; 1; 3; 6; 4; 5; 8 9; 7; 11; 12; 10; 14; 15; 13
3; 6; 15; 1; 12; 14; 7; 10; 4; 13; 11; 5; 9; 2; 8

L, N 0 i 9 It
N PIGHT J71:2, HIZKHA) TER95% CI(3E 3k J:ISES‘),SA)?I( Tk
PIF) J5 vk ZHH 557 HT) ZHE 250 HT)
Pla2gg 0. 9993 0.9977 0.9998
Plabsssr 1.5921 0.7722 3.1779
Plsgssr 0.0116 0.0041 0.0419
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D.5 MR

TEIRBEVE 2129108, 0004 Af1/mLZ950, 000 MZHA/mLIFIEGL T, &FXF AT 7722 5 A 5
TR ZEHHEMPHE (X HE bR iR ZE 2 A1) 50.3465, E 15 [X[H5[0.2100, 0.06875]. fi
THE X Z 7 AR A R B IRk B E AT R D&, PUHEICIN S IECIHE B S . W1 ERPIE Bl 1]
A BAEAS F A ERAEN D A7 B 555 T 25 DRI L, 0 d B 2 R 1) RRAT MR A T AR L,
FEHATIAA . RIFI%CVAfif AL,
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Mt X E

(52

FAB2- B LA TS B AR A R B
E.1 —fxit

FESEAE I S0 rh, R R BB DY A A o B S A . AR SR BT, R BRI b Y
2 P YR 1o DU N AN R i T B AR AT = E AL . XA LN, AR HER R S
(%CVari> Yai» REAPD Z I8 H)Z 52 H F . X8 BT DA Bhik #5E S R H A RO 48 i o 2o 2

E.2 R 2 SRR MG it s Ak

FEXA G, AR 7 DR AR T G B R, R ar 7 AR ROR Jg s b il /A B A g
N2 UA RS ARRG BRI N . IR T 54 H A RRE o B, R MR 2 A0 34 B R A AR MR R
dtvo SEFIRLILE, BAEIVES J5ik6. JiiRTAN I RS AN EE A AR A I A s ARSI 40 ff S Y st
177 Z0OWE . B T B ZE A BT R . TRPPAG R R 7 B & B P a8 (bsite, JF BAE =
bR AT T HASRRE 222

230 O A R A R B (MBS T 22 BAE BE) W 3B -J7 22 50 REEAT @A . (8 A 200 004X
I SHE 2545 THI59% ) BA5 X (]«

Comparing Simulated Cell Siocs Call it
Counting Methods for Total Cell (2500000 cells/mL)
Count for a Simulated Cell Type

Simulating
Independent replicate
testsamples (n; = 3)

peontion [apzoa | [afmos | [ap=os | [@zo7] [as=os

e M

Simulating parallel
samples evaluated by
different cell counting

methods

Method 5
Method 6
Method 7

A
% Method 8
¥

Simulating replicate
Observations of a single
testsample (K;; = 3)

KIE.1: M2 it nE .
E.3 A2 NIREHBAEKIES
KE.1: HBI2/0 a6 HdR R 7] DAAE M 4R 2] www.iso.com(H #5 B %)

1
2
3
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BB SRAL GRELD , 3T T BWURZEXN MR Se B M PVTAL . P 8 SR RR Se BE VAR HE 15
A R2ditution > 0.980
RE.L:  TIVTANFE 5% 22 60 A 5 A 1) D G 5000 » B8 SR FH LU RS 2R 00 5 R e e B M 1) ) e &R

o

H#:DF Pre-evaluated DF
dfi d);pre-evaluated
0.1 0.1004
0.1 0.0989
01 0.1018
0.3 0.3036
0.3 0.31
0.3 0. 3042
0.5 0.4874
0.5 0.4979
0.5 0.5193
0.7 0.7253
0.7 0.708
0.7 0.7002
0.9 0.9069
0.9 0.8992
0.9 0.9006

T —ANEIRR, R T dfipreevavaedy [RIFISC R, JREAERL R A (0, 0) HIZksk (HIELFIRIY
E) WEHRERT TME (K E2) -
dﬁpre—eval'tzated — Bpi-pettingdfi + €
)
Horp,
Bpipettingzlloog
RZdilution=0.9991
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Pipetting Error Contribution
to Dilution Integrity

1.0+

0.8+

df, pre-evaluated

0.0 L] L] L] L] L)
0.0 0.2 04 0.6 0.8 1.0
Target DF (df))

KIE.2: DLECBIBRIN 5 1 7 s04 1 ) dfpre-evaluated AHX T~ HARFEELLH (dfi) HIEIZR, T
R VBR 20 MR S BE ML AR D iR

BSR4 ) Bicdf A B Z2 W i WL BIE. 3.

Method 5 [ Method §

Dilution Fraction

KIE.3: RERTNERIMEE R EE R LB R BEAT I & . 0T R R IMBERBCT )5, X4
PEREAT LU BRI E (R 4E0/mL) o thial4T: PEBIRR G MR a2 (hz: 4Ef/mL) . JiE
17 HBIBAR S RO CRAL: 4A/E/mLD
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E.4 P2 RGBS
E. 4.1 FR=EiEtr GRETEKE7.17)

FEASAFOO RL TSR EE (Ydfi).  (7.1a):
i.  EUERR(EES):

Mean Cell Concentration
(Simulated Cell Type)

2.5x108+
Il Method 5

2x 1084 Method 6
B Method 7
Method 8

1.5x106+

1x10%4

standard deviation)

5x1054

N
A\ 6? Q? 6} d?

Target DF (df;)

Mean Cell Concentration (cells/mL)
(Error bars represent

KIE4:  BEMt-BOTIES, ERAHIMRELLG] (dfi) T, 82 ADE AR R -T2 40
WREE (Ydfi). RFELIIRIRAENZE . AR EE I SR D 4 A /mL

i, HRRSEFRIRN(ERE2):
FKE.2: FRGTIREGAN BB dfi NI Ydfi. WJE LLAHMI/mL )y B,
Ydfi Ydfifrof 2
¥ MR 2L (AHEImL) (474EmL)
(afy)
7155 0.1 244498 12612
77155 0.3 804353 39527
J7i%5 0.5 1203474 46994
7155 0.7 1769138 13062
7125 0.9 2209022 92759
77126 0.1 252670 32013
77156 0.3 790678 65099
77126 0.5 1033595 217992
77126 0.7 1755531 335989
77126 0.9 2205380 52234
J7iET 0.1 321385 87008
VAR 0.3 894437 111825
kT 0.5 1531075 127905
VAR 0.7 1574980 166916
kT 0.9 1796086 40930
77158 0.1 372990 68611
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7718 0.3 869230 167854
77128 0.5 1248944 60959
7718 0.7 1716857 356504
77128 0.9 1847770 319374
A dfi TRFE S LCV (%CVdfi) , (7.1b):
i EERIR(EES)

Coefficient of variation (% CV) of
repeatability over replicate observations
(Simulated Cell Type)

801
M Method 5

Method 6
B Method 7
Method 8

a
o
1

Standard Deviation)
S 3

Mean %CVar, (%)
(Error Bars represent

N
N Q'P Q(? Q'} Q?

Target DF (df})

KIE5: il B, fMREER AU IR HARRBELLE (dfi) &, EEUWIM 4 IRIZ 1%CV

(%CVdfi). RELLFIRIRUENZ
il BdERME R IRGRES)
RE3: A dfi FHICVdfi

- —
HHOE H b B2 40 %CV i wCVfifile s
(af)

J7i%5 0.1 30.7% 24.5%

J7i%5 0.3 9.9% 530

J7155 0.5 15.2% 4.9%

Jii£5 0.7 8.9% 3.5%

7155 0.9 7.5% 3.0%

77156 0.1 49.0% 15.7%

77126 0.3 18.1% 11.3%

77156 0.5 24.7% 9.0%

716 0.7 18.7% 7.4%

77126 0.9 7.3% 4.2%

VAR 0.1 10.6% 3.9%

kT 0.3 10. 4% 5.2%

VAR 0.5 7.7% 2.8%

kT 0.7 8.8% 2.6%

kT 0.9 6.9% 1.4%

77128 0.1 37.7% 9.8%
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7718 0.3 23.1% 15.4%
77158 0.5 23.2% 14.9%
7718 0.7 25.1% 15.5%
77158 0.9 9.2% 4.2%

R29 LB ALUL & (7. 1¢)
i EIERR(EES):

R? for Proportional Model Fit
(Simulated Cell Type, Total Cell Concentration)

1.001 [ ] -

0.951 1 { !

o

rz 0.90-
0.85+
0 B 8 0 |} T T T
Obf) Obb Ob Ob‘b
¢ ¢ ¢ ¢

Cell Counting Method

Il.

KIE6: i FHAESE A Mk AT B A v B0 ik o, 13 R2 B A RR95% BEEX
] R ZE 2K

i, HE RIS RN (RES)

FKE4: WHIBERAT R2 H (7.10)

ETIESH A %9 ETIESHE %S
THOE Hr i) FFR95% CI(4H Hr i) _EBR95%
R2 Ja/mL) CI(4H e
/mL)
J5ik5 0.9980 0.9906 0.9977
Ji16 0.9816 0.9521 0.9924
kT 0.9570 0.9426 0.9688
75158 0.9569 0.9107 0.9756
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ELf 8 20 (PI) (7.1d) K75 EL AL FULA 1 R G 22
i EEERREED

Proportionality Index (PJ)
(Simulated Cell Type, Total Cell Concentration)

6-
5-
4-
[+ 4
w
(/7]
23
=
o
2 [
1 -
l I
0 T T Ll T
N ° N S

Cell Counting Method
KE7: BETHHCFERENLTEZ A (AbsSSR) THHMtLBITEE (PD , REHEFR RHIES
HEH2ED LI 95% BAFIXIE, TR 2057,
i, RSN (GRES)
RES5: EHIPESRE(PI) (7.1d)

ETIESH ETAESHH
s Pl EE:S TN 2T PR
UE (Plabsssr PR Fr195% 95% CI(41i
) CI(4nfia/mL) /mL)
77125 0.4747 0.2986 1.2894
77126 1.0037 0.5175 2.4683
7T 3.1440 2.1267 4.2539
77158 2.7963 1.5734 5.0022

E. 4.2 SRS S IEERNXELET2THREESR)

ik oy B sz a6 B (7.2a) -

i R RECR: 4 (555, k6, LT, J5i%8)

ii.  ME—HARMRELLS (dfi) BI%E (1): 5

iii. ME— HArFRE LIS A DF = {dfi}=1: DF={0.1, 0.3, 05, 0.7, 0.9}
iv. AT EENFEARE (ni) (& E6)

v. ENAfITEBANEZNEEA () WEZWNEE (Kij) & ET)

RE6: WA dfi FHELMAFEARGERE (ni).
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n; 77155 77146 JIikT 7718

N1 3 3 3 3

N2 3 3 3 3

N3 3 3 3 3

N4 3 3 3 3

Ns 3 3 3 3

RET: B HE MR () E R dfi b 3 50 S (k) I H0E (Kij)

K Jii%5 7716 JIikT 7718
Ku 3 3 3 3
K12 3 3 3 3
Kis 3 3 3 3
Ka1 3 3 3 3
Ka, 3 3 3 3
Kas 3 3 3 3
Ka 3 3 3 3
Ks 3 3 3 3
Kas 3 3 3 3
Ka1 3 3 3 3
Kz 3 3 3 3
Kas 3 3 3 3
Ks: 3 3 3 3
Ks, 3 3 3 3
Kss 3 3 3 3

PN VB 1R 22 0 BB 50 BE IR TR 0 77 1257 2b) (54 ) -
AR B e A LTIPR Ak RS VR 2200 e o8 A ) iR
AT RS AR B A& D

i.
ii.
iii.
iv.
V.
Vi,

FKE.8: RV 72 N e e B TR (P FH e X 52 bR ifE(7.2b)

iR iz Sl NESSERE

ANER D

{8 FH R B4 90.0001g R HE R AT R I &, DAAE idfijpre—evaluatedill il A (H5E4LL)

T 5 dfpreevalvated it g HEAT LU AL S A

FI 58 SCHMRE 72 BEAE AR HE R E 2N R%biution > 0.980
e e BEVE TP AL I FT 45 R LR ES.

, &5 R2Dilution (FEFEAL.2)

M 8 0 B AR B0 A v TP bR e B 1k WP R ZE R T
Rpitution > 0.980 RZpitution > 0.990 g,smoothed

FF 3 EEBIRE R AL, 5 (7. 20) 150075 22 5K 2R A AR AR 4 -
PE-T7 ZR A MRS T2 S E M.
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EEBIRE R 0 5 T F2(7.2d):
i (Aijproportionalzﬁ 1 *dfij) , RBUNFEREINI~
KE9: HLBIRBIALNA I B (yPororionl=p1*dify)

. & Z % B =%
L 12 4 B %%# HH %%# EgE|
(éEIEIH@/mL) 25 11 1 R 95% 514 _EFR95%
Tk T WREH Y CI(ZHff1/mL) CI(
X pT 4Hf/mL)
Sl
S UL it ZH R 2492194 2413060 2566922
e~y
16 UL 4 it M A 2415142 2231756 2598597
it
T T4 o ZH S 2447185 2340644 2558819
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