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1 EE

AVRAERLE T L 40 B A BT AR (R (UL T RN WARBMEN HE 548K HAE
RGBT E KRBRAN AR REMEAR A% . ZHAITE.

Ztn MESE AT L 40 B AT A R R M . A A o g T8 M L 4 B 4 T A (LR I Y 43 A ) B
WBC,RBC.HGB.MCV/HCT.PLT 5 &%, J\ T 2 37 ML 40 B8 447 A U B 45 SR i3 B i B

2 MEMSIAXH

TR B RSGE S ARSI TR AR &K, LEEHPRSIECH, KBS RE
BB CR BB R M A B BB TR N E T A4 % SR T » 35 B AR 38 4 7 v 1k B B 3L B 45 5 BF 58
A XSG BH AR A . LEAE B RS Ec8, REFIEAE BT A5,

GB 9969.1—1998 TS EHEHEE B0

GB/T 19703—2005 H#ILHETHR LYEHAERPTPENIE SEYHEWRY
(ISO 15194.2002,IDT)

JJF 1001—1988 @AHBAREBEREX

JJF 1005—2005/1SO #5585 30:1992 #REYHEEHEREME X

WS/T 124—1999 G RALFEEIMZ RN &R BEB B

GB/T 21415—2008 @S2 HERITHRE 4AYHGTRAONE KESHAENYRBRENITE
2 3 ¥ (ISO 17511:2003,IDT)

3 REMEX

THIAREFE SGE R F AR
3.1
S YR reference material, RM
HEA-MBREM BB IMBIFBHE T R, RN R E SR8 7 RS R RE
B —Fp AR R IR
[JJF 1001—1998,5E X 8.13/VIMS. 13]
3.2
B#Y calibrator
BiAEMIR  calibration material
HEARERE AR LTRSS EYR.
[GB/T 21415—2008, & X 3. 7]
3.3
K A&EY product calibrator
BUA A T i B SR Y .
[GB/T 21415—2008, % X 3. 27]
3.4
¥4  homogeneity
SYFRERN—FMREHEEAXNEEHRASHRERORE. EXRERAARQESETN.:
1
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S B H R — A2 R IG R VR /DB RE & B 45 R Y5 AE ML R 8 BE T B Y, U T A H A o
YRR E R RS,

[JJF 1005—2005,% ¥ 3.10/1SO 8 &.X 30]
3.5

HE 51  between-bottle homogeneity
A MW T H A A O O T PR A S
[ISO #5® 35:2006, % X 3.5]

AR 1] 4 59 58 P T A 2 Y Y 4 28 (AN D A A B EE AR FR A
3.6

MMM within-bottle hoiogeneity
A HE ) R B R P A — R AR S

[1SO #5859 35.2006, & ‘:"
3.5 N

iR
Reiatite 1

| B AR YR B % 5 ML E S F in

2. ¥ JUEFRSE .
3.8
SENEXES
1517 22 T R
[GB/T 2191
. GB/T 2702¢

3.9
BEHE re
— AL I R
Euﬁﬂﬁﬂiﬁﬁ
T .. 25 ik

L ] R PR B AORE R SE IR B
“- 5 ST 1R, 275 ek W HETE YA S YR E 1 O T
‘i ‘rl‘ ﬁ&%ﬂﬁiﬁ‘ﬂ‘K&ﬁﬁEﬁKﬁ%‘

[WS/T 245—2005, & 34
3.10 (6\

MEARAWEE uoncertaintyof measurémen

FRAE G F b T T I B (A S, ST B 45 R RIS

[JJF 10011998, 5 X 5. 9/VIM: 19935583, 3. 9

I 1 S8 LR bR ot 25 s AR 0, s R A A0 B 05 7K T 9 X ] 2 BB .

T 2. AN E BE A 4R LAGE A X S0 B 45 SR A9 GE T A0 HETT A T (A 28, SR T 2 T 4 50 s A £ B N p K SR

SAVHE (BE) . AHEREMNTA A SHARERHEERR BEGHI—.

3. 11

YR E#HY commutability of material

H—4H B B W] — & M0 B A R0 35— 54 7l e 4T 0 B A, & B 45 SR (A] AT A7 A A I A 2
FRAWMEN U LHFA—MERFNESHZEN MK Y R, TLIREGHENXRY
fBS.

[GB/T 19703—2005/ISO 15194:2002, % ¥ 3. 5]
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3.12
BEEM stability
R EHRNREEMEAFEET AR RN RERSEREEEANNRES.
[JJF 1005—2005, 5 X 3.12]

3.13
KHEEMY long-term stability
EHRERME R G TIREY RSN E .
[ISO #8® 35, X 3.11]
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BARER

5.1 4%
BeHEY) L A —Fh R X SR R ML B AR 5, A8 SR,
BHEY B IO N SE R AR AR LI T .
5.2 %E
BREYHERASD TIRAE.
.3 H5H
3.1 ERHSH
B HEY R P 953 1 DL A K T 38 P 9 I 40 B 43 A SOy B IE B K BB s At I A R B R K .
5.3.2 WEHSIH
RSN R R 1 HEXK.
X1 KREDEEAHIEMNER

-

FN

o

[S2IN 3,

& ¥ WBC RBC HGB HCT MCV PLT
CV/% <2.5 <1.0 <1.0 <1.0 <1.0 <4.0
5.4 #HiEY
5,41 XEFEER

5.4.1.1  SCEe s A vk ) BEAT IR (R E SR A I BR A BRMLAR A T SR A A6 1 B ok .
5.4.1.2 LREFLFELENEESE T EETHESRE, BB E 0B AR R Rk B R AR
=R,
5.4.1.3 S FENBEEWHANAREENHEE WBC<4%,RBC<<2% ,HGB< 2% ,PCV<2%,
PLT<9%.
5.4.2 REBRF
EUERERF XHRES K HOREID .
5.4.3 RAYNEREGIHRBERENTHIA
B R R R AR Y E B AR .
5.4.4 REMETHMGE
RAEWREE 2 WEXR,
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2 XK SV AR 9
WBC +5.0%
RBC +2.0%
HGB +2.0%
PLT +9.0%

HCT/MCV +2.0%

5.5 4Mmat

B i HBsAg, HIV-1/
5.6 MEM

e o 00 B L5 A O (30

V-2 Hifk . H

6 REHE

6.1 50 ‘L

B 51 | et
6.2 ¥¥EE

6.3 ¥
6.3.1 ﬁﬁﬂ;h

B HEY) 1 3 5
I B 45 R RN (D ~ K
5.3. 1M EER,

=45 1 YR B R W4y 104
D) 2% 5 T (QV) , 85 R VLAF &

crevannen (1)

e (2)

~(3)

z—HRESEEE KW ERE.
6.3.2 mEHIHE

B FIHE S 1 10 B AEY » A EY IR 1 UG # RN (D RO HRESH 10 MU RERIF
ﬂ.’ﬁ(?l )*ﬂﬁ&ﬁ SD; ;

FHER 10 A PR 1 EESIR 10 KRR (D K @QHEESH 10 M B R0 F
BE (X)) bR SD, 5
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SDgw = 4/SD12 — 8D,7 = ceeeeseccssssecasscesesssenons (4)
CVigm (%) = SDgp /X1 X 100 severeemssesssenesaneanennnne (5)
¥4 SD, <SD, i} ,4 CVigw =0
J_"t:F':
X1,
SD—F5 2%

zi—1RESHE KW EMH.
6.4 MR
6.4.1 LEZEER .
6.4. 1.1 il 3 e o 4R e B -y NG 7 kLW R 5. 4. 1.1 fYEESR,
6.4.1.2 il 3 i 7 2 LAY 2% Y 52 ARG AR, RiWEJE 5.4.1.2 Y

BR,
6.4.1.3 fHIERHEE R 5.4.1.3 ER
6.4.2 WEERF

VR R N

¥ A 5. HEARE,
/> 50 %% 9 P LA I P 5 v
F1E FAR WA = K% Y6 190 e o 1 L 40
BT AX AT R TR I 37 ; ?ﬁ HE AR
= OHIE, g AR i 843 BN 9 %5 SR L 5 5 %
7 0 B 25 SR ] U 9 4 S J B 1 B SR 5 5 (I
A,
e F T
6.4.4 M{EAERT
AT R A R 11 K,
LR KGR o E , 3% (6) H B W B

R

B—— XA » %6 5
X—FH{HE;
TV—4E.
6.5 £¥YERLE

5 P I R 24 5 M TR A o G R (B IBR 4 8 VR R I8 X A ¥ 9 HBsAg ., HIV-1/
HIV-2 $iik VHCV Hifk AT/ 0 , #3858 £ 30 B ERBEALIGR 1 0, 45 RIM A4 5.5 MESR,
6.6 BEM
6.6.1 KEBEH

TE A AR 5 P 00 K5 7 o, e Y ) L 7 S 5 T B B 6 R AT A

WO N BRI B Y & 1 TR 11 W, 285 — WIRE 15, BOP 21 , 45 R 5k 2
5.6 BYER,
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6.6.2 FHBEM

FEAB R — A FFRA BRI B | XBEY, EF R SO R R WK 11 K, 2EE—
WO, RN 5.6 ER.

7 BRESREERARBE

7.1 BHEYFERMEE ENRENESEFEUTAE:
a) TmAR. RS B
b) AP AFR . M AR B R R
o EIFSFBEMERERES;
D TSRS
e EBEMRS;
D AR ERTE
g THFFY;
h) A HBEHS , ABOHR.
7.2 BHEYFEHAEAMNKESHARAR, EHEHBEESEEUTHEA:
a) PRmARES
b) AR AR EM AR AP L R R R R RS R
o) (ESFRMA N ATIE S B (BB — R BT HEMBID B SREMEH 55
D FEERERT;
e FEMI;
D PRAHRGERTEE;
g) WEZH;
h) AR
D TRE AU
D WFEFE;
k) A HESHS FBHR;
D HE¥MPEEL FEARARNSETE.

8 WM

8.1 EN
B R B 2 = MR BRI THTRE, ARE T TRRI.
8.2 BY
S AHT BB MEIRER .
8.3 HI KRR
8.3.1 NMHEBEARREREHIIHTRBAWKE, FATRZEIK.
8.3.2 — Ak —MRBH, NERFHRAEEFIBPNE -ENRE-EEANNEETH
Z2 3R,
8.3.3 RIRWIH.#5.1.5.3.1.5.5 ERHFITETRE .
8.3.4 HE:.A-TAGHKMHAETEHRAEH.
8.4 ERKW o
8.4.1 HETFFHHHZ—MHFTHAKEK
a) FrEmBEE
b) HEEAFP, BEAST—K;
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o) EFE—AEL YK A FER
d)  FERH . L2 80M B B KA ;
e) HEZKFTE VB LR & T 8 RIS B R A
8.4.2 fhikE M KIEH KA & T, UL 3 MPARK# S, 5 —# S AL R ELDS 3 4
Tl
8.4.3 KWWIH #5.1~5.3.5.5 FTERZETKE .
8.4.4 HzE HKIEH, UDAREARPARKEYSH, ENHANRXERAEH.

9 A3 EH."F
9.1 AHEYI IR FHE B A A4, I 5

KB WA SZHIR A
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M R A
(HTE B 3RO
BEHERE

A1 ¥R

REYN EENBRZEERAENSE L. RBEL KT ENERASAIEE
= Br If ¥ 2 4% #4625 5 2 (ICSH, the International Council for Standardization in Haematology) .
FEWK LK ¥ ZE R 42 (CLSI Clinical and laboratory standards institute) (Ji 4% : NCCLS, the

National Committee for Clinical Laboratory) .
A2 WHREBR

A.2.1 WBC/RBC

A2 1.1 BB SE KL ICSH—1994 (Reference method for the enumeration of

erythrocytes and leucocytes, Clin. lab. Haemat,16,131-138,1994) .

A.2.1.2 WS/T 245—2005¢ £L40 A0 9 4TS % k).

A.2.2 HGB

A.2.2.1 HI-A3 mMAZEANMBHRSEFEERF NCCLS (H15-A3 Reference and Selected Proce-

dures for the Quantitative Determination of Hemoglobin in Blood; Approved Standard—Third Edi-

tion, NCCLS),

A.2.2.2 ANEMAEAWERNSE TR E ARSI L 5 A 4nfE 5 LA ICSH—1996 (Rec-
-ommendations for Reference Method for Haemoglobinometry in Human Blood (ICSH Stand and 1995)

and Specifications for International Haemiglobincyanide Standard (4th edition). ] Clin Path 49, 271-

4,1996,

A.2.2.3 RARKNLAEORER.

A.2.3 PCV

A.2.3.1 H7-A3 MEEFENBIHAKREFRBYEF NCCLS (H7-A3 Procedure for Determining

Packed Cell Volume by the Microhematocrit Method; Approved Standard—Third Edition, NCCLS),

A.2.3.2 HEENIUARERS XL ICSH (Recommendations for Reference Method for the Packed

Cell Volume. ICSH Lab Hematol 7,148-170,2001),

A.2.4 PLT

A.2.4.1 NHEAZHKES /PR EESETE /PR K S%E FE ICSH (Platelet Counting by the RBC/

Platelet Ratio Method: A Reference Method. ICSH and ISLH. Am J Clin Path. 115,460-464,2001),

A.2.4.2 WS/T 244—2005¢ /MR HESHEF ).

A 2.4.3 R 1A RRRT B AR {3 FIAE 22 BB T B0 40 B 0l BB PLT.
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