kR % (2020)

1. #81
1.1 HEEIE
(1) EFA%H
ZONERFERER LT, IEEHEORBR T IEICOWTHIE T 5, 7ok, FRBRICE T x5k, & B
HOBEZIZFL T2,

BE ESERBRIENR S CODRMKEER S RERITR T,

1) BEWKER SR FRIEEO WE R R EEEZEO LM, Pk 12458 A 31 H, BHOKES SRS 1163
T, BUESHI 24F 2 A 28 H, JEMOKFER -5 397 % (2020)

2) BEMOKPESER: IEBERHERATHRE 11 50 2 5 1 EKR O 2 EI RS & E@E Do 5B o
B NI R OFERA, 4 FR B OME FH O IRAEE A~ OFEHEIZ BT 2 FH A O 514, BHF1 5943 A 16 H,
EMOKER SR 700 5, SEST 24E 2 A 28 H, EMKFES 5/~ 399 5 (2020)

3) BEMOKPEA SR IERIEHRHEIC S S @ARE O A E RS 2 EDHEOM, B 6142 H 22 A, i
MOKPER S/RE 284 5, EAFN 24 2 A 28 H, EHMIKEES 15755 401 7 (2020)

4) BEMKPEE SR IERHIHRHER LR — B =S OBUEIC DX, MBI U4 —HE =
TS DI O R Z OB BA sl 5 Rk A ED LM, SER 1241 A 27 A, &
MOKPER SR 96 7, SRIEAFN 24E 2 H 28 H, EMOKIES 5855 402 5 (2020)

(2) #BIH—BBIE, BEFERUVAE

(2.1) ERICEAHLHE

a) EMARIFEBELGES £ 1 OIERHFO T UL EE R0 1T, BAKES SR TR 25
BESh T\,

F1 OB OFERSY XITEE RNy & BT D)

S BHIT )
D Al F R A (P2Os)
JnE fe(b U™ 4 (K20)
VR I bl (SIO2)
et it~ 7.4 (MgO)
<~ H e~ # > (MnO)
ESES =k 135 5 (B0s)
s 5 =P khii i (SOs)
K U DRrIN(e:e)

(2.2) BEREERE VIS /) £5IHTII—KRBERVAE
a) @Al Lo AT itmE T o FEIL, ISK 0050 (285,
b) EHE: EEESRBRIETHOWS ERHEOEFRIL, ISK 0211, JSK 0214, JSK 0215, JSZ 8101-1, JS
Z 8101-2 X% JSZ 8101-3 (2L 5,



kR % (2020)

o BB HBE kS EL ASK 0211 IHLE 23 BR =R,

d) SHASRH R A SO TR EZTT 72508, ISK 0211 2K E 351 E HEEL

e) SRR RN SUIATHRENSIEN0EST2 1 FIORERICH WO EL, ISK 0211 (2 ET 5
A BB ST BT RCEL,

f) B ZoRBILICHTAEEL, o BB, d) AT B UL o) drEkE AR T,

g) BEDORDHA HEDOADITIL, ISZ 8401285,

h) IREREZR Vo EEICHmT 5 FEIX, ISK 0115 1285,

i) REFRAE FREEICE, 70— AR, BERUNEF AUk (LU R BERUINER 1%
HiEEWD, ) OO RGNS D, Zblc @35 — S EIL, ISK 0121 (285,

j) BROUARNG 573k HA/a~v Ik GE T 5 FE T, ISK 0114 (12X 5,

k) ARIATNTST7EENNE TR/~ N T7EREGHNECHEET LI, IS K 0123 (215,

) BESEERAEZE BEXEERNEEICIET LB FEIL, ISK 0130 (255,

m) SBVMTRERE S0V BEIc BT 59T, 1S Z 8815 1285,

n) BEBGEIOTN ST EEiRiks v N T 7RI RS R EIT, JSK 0124 12X 5,

0) BEBEFEIOTNISTEENME ik o~ N T7E By IGE TR FIEIX, IS K
0136 (25,

p) ICP BADISHIE ICP IR/ HETH M FHIT, ISK 0116 |ZX 5,

q) ICPEESHE ICPEESIIEICILET S FEIL, ISK 0133 (2L 5,

r) AFUHARNT ST (A rn~ N TT7IEICET S R, ISK 0127 (245,

(23) BHEHBRECHITHRERAE. BIEAEZRVAE
a) BREEOEW FRWHRWVRVARIEREN B AL ED TG W4 ik LE B IE & OVE A
b8 A (IUPAC) SERE b 44 15 M OVE B L @ A TRIZ Ko 72 b D ] R DV ASTHIED A RIS S D,
b) BHEYW AHEICE GTRAEEL, HEE SO REE R ONERHE R, 72720 IRFE . IRF(ILEMHEDOH
LA AR,
o BY A% G OREOLDEN),
d) ¥ B ORI ELFRV DDA,
e) E.EE.BR.RRURX F HE, K REOR, RBREE L&A 175,
f) BROFBR [—EEEZ (BRI LD LT, BROEEOEEZ IS K 0050 ICHET 55T T (B
D) ED0EDEIER N,
Fio, T B OEBESUIIRIRC) IEMEICATIR L) &1, IR OB O R E% IS K 0050 [ZHLET 55
ERCEEOREOEETTAUNINEY  AEREET (R TIERE) M2 DBEDE0),
g) BABROE BEARKICHOVTIE 1) ~4) DLB0ERT5,
1) BEHEE AL 18IS 2(Vi+V) LRl 2, ZO%HE1E, IS 1 OFRR V1 R34 20k
B Vo bR LI 2% T,
Bil: TER=RIL =K (14D) | ~FH o —FRE T L (2+1) | A ) —/L —FETETIR (3+1)
2) RE4K L 1(Vi+V) LFEak 35, IS K 0050 # 1 ICFESH TWHRERDEAIL, #4410
(RHE V1 EAKRDIRFE Vo EIRA L CRIRLIZZ &R T,
Bl HEER (1+1) | BRER (1+2) . 7 E=T /K (1+3)
3) BEHERE BHRA a(RE) —RIEL bV Gtk 35, ZOHE1%, —EDREDRIRA a Dk

2



kR % (2020)

T V1 ERIRL b OIRFE Vo EEIRA LT L 2R T,
fil: IKEB(L T NI AEHE (4 gIL) — A%/ — )L [1+4)

4) FRSNAFEEEHHE L a(VitVo) — 534 bVa+Va) Litif 372, 205613, ISK 0050 # 1
(TSN TV RIS aDIRAE Vi LADERRS Vo LR A L TAIRS I ISIRO R Vs LR34 b o
R V4 bR A LT %R T,

f5]: HEEE (1+4100) — A% /— /L (2+3)

h) BREHOER HEAEK A mL~B mL 22877 23T E D, 1812, A mL 76 B mL O#iHT
4~6 BB @ D BOMEMER = F N NO R ET T A BRI LD EE ),

B BRI TR A ST DR EEVERL T 5, FTo, [A—aBRTE B 2 [F— & CE MK DFREHZ oW Tl
LTRIE T 256 1E, — EO MR CHEERZNE L TR RMEDOMEREZTT,

i) B/EOESF AIIILEHANT, VEA. KEKTHEL, ISK 0557 IZBLET 2D A2 DK UTE EIEIZH
BN a8 LTK THITHE T2, @R uk L O 2§ 52 B T 2355 13 ATR
Peifr Dtk . MBI U CHYER (1+9) SUFHERE (149) ICLAIRIEZ TV, HIZ A2 | A3 XU A4 DK TH5
(R HE s AN

j) REEBRUVERLGEDOIRL BRESHAREITHENTICEETHIE, £, FE A O
EBRHESN TCODEHAITIE, ZOIFIEIC > TLEET 5,

k) HEBRZEORUMICRETISERIE ThThoRBREkoE &EH (E R FIRS) , FHEINE, TR
FE ARG EE . FRELRS S ORBRIE D Z Y MBI T A A i B S CFld 5, 72720, EE FREDZ
NODEAEIIHIR T T, HEEETHHIAETITZR 0,

FEQ) ARERDBRENG AL, FRERIEZRD IR OBIEZAT > TIEMSZ MR T D,
(2) fEHFDRERIROHAR K OB E T EICE> TRIET 5, BB ERBREICRLR ST & R
B} ZIN (N AO) FN KA ILAVAS JECAAN

(3) Xk
a) JK ZORERMEEEERETHWAKIL, ISK 0557 IZHLET D A2 DK XITEBEICEEL /N &2 HER
LT=kET D, 727120, FHEE F THESN TCODEAITIE., ZUTiE),

(4) HZE

a) RE HLHFESN TS EITIE IS v — 7 RR D LB OB O% AV, S ~—7 KR
RO AT, BRI EDO RN E Db D% FWD, i ERFADEEEIZIL, IS K 8005 (ZHE 5% &
IINT RS HERE 2 D, 728, FEREERZEOFBUZ D JISK 8102 IZHESNH =X /—/ 1 (95) 1, JIS
K 8101 |2 ESNHTH /—)1(99.5) K OVKIZEVFRBLL 7ok /— /L — /K (19+1) Z N TH LV,

b) EEWME KHABHEE THETIHODIEN, 1) ~2) DIEAEY)E A VTR HEIR O G B U330 E R O
LETHIEL TED,

1) ERFAEEEHENHBTIEENE CIPM MRA (A—MLEKNTHES EBAR A AR E) 123
A LT EZE R EAEEET (NMI - [ESZAFIEBR R IE N PE BT G ZERT NMIJ, NIST, BAM %) 23tk
KT HEBSHALR (SD TR — 7 L7 iEHE) B,

2) BRESWBIEEYE JISK 8005 ([ZHETHA BN HIEHENH,

o 1B#ERE SRBREE CHRTEEZRTETALODIE), FOHEADMEIRETHHEE. 1) ~3) DEZE

3



kR % (2020)

FHEARMEIC N — T LR R 2 IO TR B R AR IR A TR I 52 L) T&ED, 72720, BRI VW
LA, BINL CTh DR/ E OFERE K ORI BEL 220G 0% WD, 728, (2.1)a) DERST X
XFEERRL S O% 6 Z DO E OfFE THE 3 MR EE W CTERY AT EE R 2R/ T2,

1) ERHESIZEMEINHBTIIEER CIPM MRA (B4 L-ESE YR (NMI - [ESTAFZEEE
FEiE NPEZEBANKRAHIFERT NMIJ, NIST, BAM 55) 285 3 D EIFR AL R (S) (ICh— 37 /L7 i
o

2) JCSS(FHEZREFEETRHE)IZAER ICSSGHEIEM IE A B Sk ) Bk EE Nl
ToRHEES 134 SRICHE S EIEEME (EZ 3 EAR ) IS — S 7 7o 220 M L RO A
ICP ST AA L e~ 57 RN, 7236 IR EE UL T 7 7 2 — IR E DI R S UT AR HEIR A Aol
MBI EaHEET D,

3) ERFEREICI—YTIVEIESEK CIPM MRA ([ZE4 LIZEF - B ERR R HHE 2 E K &t
AR UE (EBRHLAL R (S IR —Y 7 V72 E IR B 5615 N PE SEHATR A IF 98 ET NMIJ AR YER)H |
NIST FEHEME . BAM BEUEMESE) (ZhL—H 7 L THY, 1SO Guid 34(JIS Q 0034: HEHEN)E A e 33
DOREINCEAT DR EIH) ORELZBUG Lo FEE DRI 700 H L R 7R L ICP X
IAA L ra~ T T7 FIFERENR, 7ok, R EEXIET 77 54— ORI SIS R SIS MR A 52 &
EHESET D,

d) BER ABEBOHSBITHETDHE. 1) DIERENNDIENTED, ok, BEIZISTUT 1) D
W — EREICHRUIZLOEAWTHLLW, 72720, FRERMEIEARCERL, 7727 2 — 127 R0
DR E DL D% WD,

1) ISO/IEC 17025 SIEDEER 1SO/EC 17025 (2 H-S5<ERE GREHPH . JSK 8001 JA.5 i & HIEHR)
EIG LR T TR, I E R OV 77— RSN BT, 7835, 7772 — TR S BIIRE L
T E R A 9 52 L2 HESE T2,

e) AEFOBRDEE FrIIWHRWVRY, BRI g/L 3T mg/l, /LR EE mol/L 3% mmol/L T
T, AEWER DR EIL, A4 BB, 1 mL PO E (mg/mL, ug/mL XiE ng/mlL) THEJ,

f) BEFOBRABMORICEIMTRINATVWSRE EERLINIBRBOLADRE THLILLEKT S,
Bl Z4E KR LT R A8 (0.1 mol/L) 1349 0.1 mol/L D /KER{E TR LS ChH L2t £, I
KA DN RSO L, EMRERREAEIRT 5, 72720, —MIZIE, SO WEE TR, Blic7 7
75—k R THL,

(5) F=|EHE

a) HSAB/E HZWrSA20BRY ISR 3503, N ISR 3505 [ZHET DD & %, £/~ IEEIEE
OB EIZIE, ISR 3503 IZHLE T DIENT VIR T A-1 2 D,

b) FEHSRB/E FHIBORVIRY T IATF v/ R BAEH 35,

o) TU—B—ICRAWSEBRE FICHio VR BT T D,

d) BRI DOFRUVHERRL JSR 1301 LN ISR 1302 IZHETHLOEM H T2,

e) BEZDEFRUVAEFZFRI JSH 6201 X JISH 6202 lIZHLETHLOEM T2,

f) B JSP38OLICHET DbDEMEM T2, 72720 AHOFHHIL, £ HE THRET .

g) BAEDAIE (BIAFEE)BIREIL B 2WGEITE, LR 10 mm ObDE WD,



kR % (2020)

1.2 HEEOZ LR

ZORERMERBRIE L IERFE ARSIV CRERIE D 24 PRI DWW TR & 52 T CORRS = 5 1k

TR HTE (1992 AR DAL DS B A REA Rl L CZofkIC %*’%ztjﬂzﬁ@é L% T
FATOHEA | AL B OEACFIT D B EICLY | JERHEE TS ORREZ T 561X, ZOEEEE
ARERTEITRBRIEOIBIN, SIE, HIBREOURT M TbS,

FRBRTE D 2 M VEfERR D FIEA Z O JRBHFERBRE D RITRIZ R Lz, ZOFNEIZ, IS Q 17025 [FABRFT A Y
WIEREBADRE BT 5 — MR ERFIH | O 5.45 LD YRR X ITBMOKFER BRITLIZ [P — AT
VAT ZY T DEFE  FEf o O ROFHM - AR T DHART AL 10D 2.4 SRR O BRI
D& a—TyI/ALZBER (HERMKEEZE S, CAC)@ﬁ/rF‘ﬁ/r‘/ IUPAC ®» 7 rh=i/L . AOAC
INTERNATIONAL DHARTA L ELBEINER LT, 29D HERSRBRIEL T, ZOFNIHET TR
B I L, EoRENIREHES (B R OVKEEE) | iiﬁﬁl(mgﬂ&&@mg? FR) ZE ORI AT 5 &
DHERINT- HIETH D,

728, R 1 OZLMEMROL UG U T, EBOiEREEZ K 2 D Type A~Type E (\Z/35EL 7=,

#1  ABRIER SRR~V
X G PERERE S DR T G PERERR T 155
FBRIE DBREDSE OIE B 2 72 38§ D nlBRIE T B IEMEE L~
YRS e

H‘Eﬁﬁi@%‘ﬁiiﬁ”ﬂi@@ HZEHRT HRRIETEDOERE T
F M PERERRL L &I B AR

?HEI HstM’EO)Jﬁ)SIB'JE@IE HZ &4 omBRIE TTOEREINT
B PERERRL ~L SRR (R

[EI B AR T L X D kB 15 0D 22 24 M e R 7 12 (AOAC-
International ®H A R 4> IUPACO 7 ha— L7328) T 8 #Ex

Def-M (Defining method)

Def-C (Defining caculation)

Def-E (Defining extraction)

HCV (Harmonized collaborative

validation) S2DL OB AL E otk L V- 3 BRI L B A

MLV (Multi laboratory validation) HCVODO IR HEIZIE L 72 WD, R ORI T 1B 32 M B O FFAfh
[E BRA 72 R L X L D3RR E D% B E R 5 1k

SLV (Single laboratory validation) (IUPAC/I SO/AOAC-Internationa/ ~—E+ A AR T ART AL 72E) T
DH—RERE LD % Y MR ORI

RNV (Research non validated) SLVUL E D Z 4 PR N2 SHUTUNR O GRIER 1

#2  EBORERIED 3 HE
R PR L~
Type A EFLDHITIE
TypeB  HCV & USSLVOEAEAS BT 3RBRIE D %224 B O TNE ) O BR HIH A 7 U2 3B
TypeC MLV OSLVO E DB 3Bk 1E D2 4 PEMER O FINE ) O BRI A 7o U 7= 3k ik
TypeD  SLVORHE MBI ikBrikOZ Y MR O TIE ) OB R FIEAG - Uik Brik
TypeE  SLVEL EDZ U PERMERAI AL TR W ER A




kR % (2020)

1.3 HEEDER
1.3.1 EHEREDEREETM

RO RERIEZE A §DI2H 720 IRORBREOH RN AT Z L2 HERE 25,

HANZ TypeA, TypeB LT Type C OFRERTEITIIE 5 /0 EE DS BEFN O 508E GRAAZE UEY) B A HEE 2 TN
L7oalBhaE) 2 T 5 ST TIMTRIRZATV BE R ORSE 2R3 %, TypeD & OF Type E DaklR{EI
AR LD L — 3R = D 2 Y VERERR A B T2 IS FE a3 2,

—HORBROEFMEL IR T D720 BB HIE B IR EE S BERN O30 2 VT 2 s TRz LD
PR B (P A B, NS ) & FE L B8 R OB IS 2 fifend 9%

FIBEZR AT, M OFRBRE ORBBAE L DR GMEZ TG T 2720, SMIVE A E (OMERS EEE HE, BrheskiEn)
IZBML, z AaT L Da i & fesB 35,

1.3.2 HERER O M

ARRBRIEACDD HETH- T, RBRIEOZ YRR O PIECER T2 A T 25615, Dk
OFREAEREFANDZENTED, 12720, TORBAE R EARRBIEIC L DRERAE RS — B L2 WA VAR
BriE OB R CRASHIEZATOD D ET D, 7236 HEDORBRIEN TR SAL T LR D56 | A&
EIZIT Type A, Type B, Type C. Type D. Type E OakBRi% Dk BRfE RO NETHESEH A 228 2 e+
Do

E) B FIREL-UIZBITA2EED B R UK E O B2 X34 RBR T EO M HREEL S 512
— B AR E W5,





