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EMERR ShEE £MHEEREDET XEE ERMER
RS 77 RIEFE S A

ARSCAF AR YT 7 b i3 DR S A A I g R R BRI UE SR TR RSN X
Jiike

ASCAERAE T — ARG KT RS HESE,  F A 40 AR 7 7 b AN 20 R A o (el 5 G

ASCAEFRAE T SR ST 7 by AR QIR — M EE SR XRS5 R0 H A R A A A R 20 M 76 777 i
HDES PR llb i <P =2

AR ZE R ARYA YT S G T A TE IR . AR SCRE A T AR R AT AR R T R A

S A R T IR R R 27 it DK ) DR S T i (RMTM)

ASCAE AR AL G777 bt 1138 R

2 MEMsIAXH
A A TG 5| SO
3 ARIBRMENX

TAIARIEAE i T A
ISO Al IEC £ LT bk 44 HI T bRk A AR TS Hcdis P -
-ISOTELL I WP &5« https://www.iso.org/obp
-IEC Electropedia: #J7E https:// www . electropedia.org/
3.1
IGUNKRIE acceptance criteria
OB BRI 6 = 2 Bk il g 1 FE SOPE e e Hopth e 1t B AR 5
1 BlChRdE R R BERETE (3.30) FE5E.
3.2
JETBE accuracy
DUERERE L I Bl S P o0 e B AE 2 1) i — Btk
1 RREEX A SRR MR, MRS A E. SRR ERBUNY, R RASI R TN
2 AREMEAEEEA R T FLSL B, ARIE A B WA TR, A0, XX A K
TS RS AT I FRAR O U DR T A 00 0 R R A TR P — B AR
[Ri: 1SO 16140-1:2016, 2.2]
3.3
SIREE analytical sensitivity
DU 8 73 (A2 A5 480 Bl P AH S AR TR 7
F: AT REEAMAH TR HIR (3.8) BUEER, MANSSHREE (3.9) MIRE.
[RYs: IS0 18113-1:2022, 3.2.4, BH-MER /A NKIARENERF KRB, K HERLIES
CMIBR. K EHEBRAE NS Nk HIREL. ]
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3.4
SHT4ESM analytical specificity
5 ZR G R E I AR 7 N — N B2 AN R (I S A5 SR RE T, I el e 5 SR A
W, AT IEAE EAT I 2 R S AR AT HoAth =
1 SRR RO T
F2: SRR MEAN S SRR R (3.10) FHIRE.
73: ISO/IEC 18FF 99:2007 ff FARIEILFM KL RIS, ARk,
[RUE: IS0 18113-1:2022, 3.2.5, ©&ek — MR 7 ANKIARTENEREF . 5% B TR
. ]
3.5
FE (F}2/F) aseptic
F T HEBR A i G 26 AR AR
[RJ8: 1SO 18362:2016, 3.3, B~ LHEIURTLHBARENARIE. ]
3.6
ABEETT =M cellular therapeutic product
A A RRAE B 7
B4R M AL RIE T P s R TRE =5 2
GE1: F TR DRYAYT A0 B A = 0 B AE A BRIE T P il R S, R H AN — 2 = B A SR RYR 9T BTE PR
2. BHERAACIEEHRIG T I E .
[R¥E: IS0 20399:2022, 3.9, CEE — Mg SCH MR A T4 ya 7 BB AT . ]
3.7
1% 38N design qualification
DQ
IRUERAE (3.32) PP a it W BUR G2 7R e (URS)  (8.30) B
[SRJ&: IS0 11139:2018, 3.220. 1, BN T 485 REDQMME R . HZRIETE (URS) HL
KT PHAE. ]
3.8
¥MIPR detection limit
R PR I e W E AR T SRR M R, MUEBPHEMER o BEHEMER B.
E1: IUPAC B o F1 B MEREST 0.05.
2 A4S LOD.
JE3: A FRAN B FHARAE R
(BRI KIE: 1SO/IEC 4574 99:2007, 4. 18]
3.9
IR diagnostic sensitivity
A2 Wk T AR 7 R 8 8 5 5 A DG 1) B ARAR I A AR R e
A WE SO EAHELE BARFR e B A 1 B 43 b .
2 SWEUERMEDIE o SR 1000 R, WWEEAN 100 X EEMEE (TP pyfEky AR A ME(E
(TP) WyEEIN F3E 2 MM (FN) 8% 100 X TP/(TP + FN). ZitEET BT, Kbt
AR A — A
FE3: XTI, 12 W R R AR AR R R A 3 1) B AR ) LA
[FERRIE: IS0 18113-1:2022, 3.2.17, E—1A Hbrbmid MAEE S #oa A FHPELS SR . MR 2% B
RN A, FHERICESR. ]
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3.10

ZEERM diagnostic specificity

A2 Wk B AR 7 RN AN AE 5 R 8 5 BORRRE A DS 1) B ARhRic Y i) fe

STt O CAIARAELE B ARFRC A IREAS R I 20 E

FE2: BWHRRELLE A B OREL 100) Rk, HHEITEA 100 X EAMEME (TN HCRER DL A M

(IN) ¥R I AERR M (FP) B0 100 X TN/ (IN#FP) . BT — TR st i, Hhma
ZARH I AMFEA

[RJ5: IS0 18113-1:2022, 3.2.18, EM—INREIANFAES - MR BAsbric i BN BG5S
AEEMRHITESE R . WM =) RIE: ICH Q2(R1) [11] ]
3.1

{FRBAM™ false negative

K 79 s AR 45 5 (3.15) , (HEE/EHEE & A B At .

[SRiE: IS0 13843:2017, 3.14, 1EE4ISO 13843:2017, 3.14, 1Bik—"144EMY ~ Bk "HHUE
.
3.12

{FRPAT false positive

Kl 7792 s N FEPER A5 5 (3.19) , (BFEJEIE A S B AR .

[>K¥F: IS0 13843:2017, 3.15, BI—"1W4EY "Bl "HHME". ]
3.13

EFRM fit for purpose

FFETilE F & 1) Pl e 2K

[>RiF: IS0 20387:2018, 3.24, B—"fF&HEHE "M&EE 1 Mkk. ]
3.14

LAEFIA installation qualification

1Q

T8 I UL UE AR T 2 AT AN 22 2R 1Y) L 2 w8 A B R G 1 B A DB T TH 35 75 6 G LR TR P P R
Hikg (URS) Ryit#E (3.30)

[>R¥F: IS0 11139:2018, 3.220.2, fEe—3hn 7 "IAXEE", “H ZoRME (IRS) "B T 7
g ]
3.15

FHE negative

MRYE T VAR I E , SRR M 23 s AN AR 2 A P i k4 51

[SkJs: ISO 16140-1:2016, 3.220.2: IS0 16140-1:2016, 2.43, 1&ek—"FIPE "BU 7B HER
ST TRRINBIRE Y T B TR T, T TR T TR, ]
3.16

ZERH 18R nucleic acid amplification techniques

NAT

AN JEGRBAR R S5 B2 i DNA 8% RNA [RIAEAL 2R 0 T A2 07

FET: NAT [ SURAFAERES, . 07 A K CEM e R .

2. PTG T4 PCR AIZEEY 1 (NEAR. TMA. LAMP. HAD. CRISPER. SDA) .

3.17
IZ{THAIA operational qualification
0Q
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FRIURIE 3 O 22 25 W 2% 10 2 HE PR A2 4 IR 8 905 BR B2 N 8 AT HRIE AR ) o 7
k. EPrbrEib2 11139:2018, 3.220.3] 3.

3.18

MEEERAIA performance qualification

PQ

JH I AU IE A S A B RE R PO S R 4R 2 AR S TR TE F P RIS (URS) HI4s SR
£ (3.30)

[SRIHISO 11139:2018, 3.220.4, B—7E "t "Ardcm “fig”, 458 "&# 787, "HP
BRI (URS) " #ide "R, ]
3.19
PATE positive
DMRREE R, R UL TR RE P e B e AR 4 H AFLE R T 0 o
S UBIINEER BRI A RTE R I 4 S RIS AR, A AT R P AR
GESL . B0 SAZ 7 R IR TS (0 — 255 R0 TIE S 0 5 SR e 52 B o U020 25 S5 R A T A
P
[>R¥F: ISO 16140-1:2016, 2.50, fES—"FHME "HU “BHMERIISE R . ]
3.20
TE5#8E precision
TERFE AN, XA [ SR AL P A 3k 47 28 2 I T R 15 () 4 s (B 2 [R) f)— B5ORE S
ST R RE W ST RR, bR RS . 7 E e R A R AR R
2 G, CHUERME AT LR E SRR A o DR R A R P L R (L TS0 5725-1) .
[SKiE: ISO/IEC F85FF 99:2007: ISO/IEC #HE§ 99:2007, 2.15, Bik—H "FsEE "B "IEK
FE7. sAHEERE 3 R 4 MERD.
3. 21
f@IA qualification
DR B B0 15 2% A5 V2506 A U A 38 O R R IE 8 AT T T B S 30 .
1 RER TS ML T - REFHEET (3.14) . BTLE 3.17) FHERLE 3.18) .
[SRyE: 1SO 11139:2018, 3.18: IS0 11139:2018, 3.220, &ik——"773% “EMiE “sikE=". ]
3.22
IR M5 3E rapid microbial test method
RMTM
554 B B AR RS FRAR A A 48 B AR VEAR EL,  m s P B8 SRR A AR A A D 45 SR 1R o0 M 7V
S ORI RGO EM LRI ] (LN LR
3.23
S84 reference material
ZIRHE R, BA USRI Ra e Ik, Zrf o vl T 00 G 2 B AR R AR
[SkJ§: 1SO/IEC 48§ 99:20071S0/IEC #8Fd 99:2007, 5.13, &% - 4517 "RM”, 4% HIERAN
B EMmER. ]
3.24
XU TEME risk assessment
PARGERG « JRUSE: 43 B ARG DAt ) B A o i
[SRiE: 1SO 48FF 73:2009, 3.4.1] 3.24 KKITAS
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3.25
X\B&1EH] risk control
T I R SRR o XSSy A A1 1 Bl 4 Hp AE T KT N I I 7R
[kJF: 1SO 14971:2019, 3.21]
3.26
ETF RIS E risk—based approach
AR S 117 B 7 A1 42 R A 2 A A5 i o W sh AL S O B T T
3.27
22 robustness
iy B — AR T VEA 2T E S HIMEA B AR R RE ), FF R R AR IR R A I R A T
PE
17 B — PRI 7 VEAS SR 77 VE S B IMB A B IR R BE JT,  DARAE TR 5 A i A2 R 42 it
HAT e bR
[KiE: ICH Q2(R1)ICH Q2(R1) [11]]
3.28
1RIRHA shelf life
TERFIE 261 T ORAFE I P b A AR 7 5 DR ARF FLRR a8 i MR IR B TR) B
[SkJs: ISO 1382:2020, 3.485, &E4IS0O 1382:2020, 3.485, WEik—MIFR T “fEfEH ~—id.
B 7rEan TR OARLER”, sEhn TR, ]
3.29
TE CIR7A) sterility
TALEMAEDIPIRE (3. 33)
ST TESEERT, IR G L0t
[SkJs: ISO 11139:2018, 3.274]

il

3.30
B PEKR user requirement specifications
URS
FH P R 72 75 SR B — % 75 SR AR e 1 7 K
3.3

IG4F validation

SRR ROUUEE, A8 O LR E T A IR B 22K .

[SK¥E: 1SO 9000:2015, 3.8.13, CMEM—2 HiERCMIER].
3.32

A\ verification

SRR ROUEE, ThIARE 2R T B A2 -

[SK¥: 1SO 9000:2015, 3.8.12, DMEM—2 HERCOMIER. ]
3.33

SEBUREY) viable microorganism

FES B ADE —ANEMERIEN CInFBRACEEER . Be8 BHE . P S A, HARE 1k R iX
LeThie) BIRAEY), g SCHETUHRNE H 1.

4 —RUEEZEE
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FERBE AT, NIRRT P S AT YT B te V520 B i RS A B 3 1R
AVRITROR . A RE R KR, 75 BARKEE TC BRSSP AR Gl (0 45 & R PR e 2™ b (R JE 18
‘Iﬁio [35] [36] [37][38]

PR PETTIERS, N RE U IR

a)  FEAR IR

b) W AR A AR

¢ FFINRE SR AR

d)  REFER PR,

e) fHIZIRAI A

£) AR RCEY;

g) AT IX o E A AR A

h)  Xorkednh S EMERE

UEAh,  EE) R B RS HEAT I B A SR AR, Bzt BN G AN B A AR 2R

T BURERTRE R A TS S Nl AL .

E2: TSR ATREA R, AR T B ARG T dhe  FESREEIROLT, AT DV AT AR T

R VA S 5 G o

7E3: M5V AT RE 7 R € BRI 58 4 REEAT AN 0 H

EWE PRI B (Bl BRI BRI v UR IR AR A S O AT e A, R
2 L7 it /N it TV EBURASE DU S ) AL

5 WMEMISRNGERE

51 E£FEREHRXKEERE

I8 SR FH 5 RS £4) 777 4 SR o 2 YR 97 77 i A 77 i R R AR T G BRI TV o SRR TV 8 R
A G R SRR AR AR v (1] (2] [3] [4] 6

AHMLIETT T A A AT G T ARV AR E AN PR T 4B MRS g iRk A4 BRI 6 i DL R A P 3R

MLVBRIZE AT 77 it A2 B 5 L 4 AR A AR o 2R P e () SR AT e 5 B2 SR s AR FH Tk
A A7 HILBZ AT 7 it 1) R B A0 6, B A ) T B s DA AR N B/ B N SRR 5% . B RE T IILYE
AT HE RN T AB L7V i RS Gl

WA A UEAPED AR TS G NS et i 25 DL RO S B A R AE TS0 20399 1
A PTHIIR o AR N TS K I — A, AR AE 5 B i R (6]

M0 L/ 3% LA S P R T EGE 2 s (0 IS0 6 & IS0 7> Hhiksr, DARTIERAEYNS
.

A FBERE S R Z 3802 ORI AT RE AR 28 78 4315 Vi BOTH 33 (R R T Vs e 1 XU

BHfE A BEIR 7 RMTM RSPl 75 5 R ) — 2o — MR R 3R o 72 75 EEEAT KURS vF-fili R 40 BTG 97 7 i
filig s FH RMTM f)— Se SRR o S b 75 S5 IR VESE 2L AT E N FBL €. D A Erprk 3], [6][7]

IREE AR AT DL R PR R sk A V5 G i XU, o PR il X 451

— HEEF

— ERRL A S (HEPAD A0S

— BT

— TEHEA;

— VEGERTMSZE GRYE IS0 14644-1) &
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A1 5 IR 42 il P S R ) 22 LR A AN BR T
a)  HAMEL:
D R RRAENE s (LM B)
D EARBE R SRR, B e
2) kA
b)  FF& IS0 20399 HUAHEIAFELRIEFES (FUKHE . —IRMEMRESE
c) HMEHE;
d) W
e) LZWIE:

IDERES i VEI Sy S 3

2)  YHPfE;
3) BRI FREHY;
4) 4tk

5) mZ:
£) iR L O ;
g W (R C)
h)  fiffe . AR (D)
D) IREPARA KA L% B o -

5.2 RN R G ETE

TEAN AR YETT 72 it A 72 T A R A RS P A 7 v B AT S AR A R A, m) DA PR ) A A A R e W R
S uE )RS o X 38 H DA 2 - 77 SRS (URS) kAt

s DUR SRR 7 RS oA, I 50 o] 78 il i 72 o St KU Al R AL T — e

-1S0 31000

-1S0 13022;

-1S0 #8Fd 73.

6 EFEBHRNTTE

6.1 Bk

BHAff (%) FH P 75 SRR 5 T0U F 34 (5 B B AR AR 5 B A AR AR DGR R W 1tk e (49 dn 40 A R
SYMTRE SRR RS R L VR L AR AR I i, DLSREILE Sk Sk GaEA T I H MEiE & H D .

N e BT RIS A ARSI 7 v SRR I A R R T 7 e R R AR i e, gL SRR S IR E A . 15
wn, RS e g . W AR AT MCRAS I AR ) AR A R B R TS G, USSR .
J T B AT IR e R L 2 25 AR ) B PR 24 AR W A SR I g 2R BB & R
[35][36][371[38], M| HE PCR BLZRALAIHE R it e i AiE i .

T 1 e WU B T G A 5 V2 R RIS AR R o B AN 5 SR IR S . X n AR R
S FFEABENLAG DL D 22, DARCAR N 2 R 42 11

TE 4 B0 5E T I B AR A ORI 2 0 4 A RBURE DL R A S A I BR (19 77325 . B R E il
SO AN B

N E RO I H bR B AR S B AR e, T AN 2 52 240 i 77 o AR o 1 B T

D (P FRURA FH 38 B4 S 00 B R FH R o % R & ) AN A o
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N BB I 2 ARSI 5 2%, P ISP I X T 85 Al A 20 SR A SR 8 i 7 5 TR ) P s ROV L
I PPAT A2 753 5 L0 T T E A B AT TR T E A

e Pz e ighatd, UMELRAZ M T H K 5E SRR R 1o 3240 (Bl B
B VNI S AL PR S R A R

B I H AR AR, DAE S RA S 32 B0 7R At ey (BN s ik B PRA7 771 4
FAE) VNI BB o A AR ZG I TR, AT IR A 5 24 5 92 [ B 1) 45
[35][36][37][38].

6.2 MEIREF

WePE AN BB B E AR EART, JEeE:  [5] [9]

a) T EEIHEAR R

b) AT A 7 EA I R 5

c)  BEMEEIR TR 2 AU B A e E

d) WAL EE, T LUE S E R R O E A

e) TSI A FEE T Bl P P 0 BT 5

£) 0TI & BAT LW AR AN B R U

g)  BEMBIE AL E KT IEE RERRAE s

h)  BAFRSHBERIE Q0 FpTEEEH] (Q0) ;

i) A UM LR e AT 5

3 ERE R B

k) HA SRR,

D) SR AL RRACE (Bl BORBURSUE, FELTTEID

m) AL ORAIE K0 By T (R HE B o B IR B TR AR A 9 7 i PP S D

n) SRR A (G KPR R AR R E AR A S B L EAED

o) AT A& IS E R (It x84 oK B ool i g FE K R R bR 4 i (K44
BHOEZBMASED

p)  HIEEE RN B AR OLAN B SR 0 AL 57 5

Q) A A AR T i B R T A e I T i

r) ESRIAE . SR,

s)  ATRAX SRR E Y.

6.3 EHRRGIEEF

TERATIRA, BAF RGN M AT IE M0 R VAl T RIS R B HE B e R sk 1S0
13485 CINGEHD o Bl RGN A IE F 156 E SRR S

WRHER M RMTM (NS BB RGN, MR EBE 5 R SR N R S LR L

a) FIHMEMFERARGHBER QA AL,

b)  BFEARGHEN R R R IERRHE (Bl 1S0 9001)

o) ERZPIEAHR (R M. BIZA R BOENA D

d)  BHERGHENENE T AT

e) WMNAJPVERE RISk (B ZarH 53R Bl E6AE)

£) BRI N R AE AR SR RS ;

g) BFRAGNEIRAN SR (BRI P AIAE )
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6.4 HBIMIXXBFEEEIN

TRE I 2 T AR, BRI TP AT UK L U AT e 3 ok, -1 8 b L 52 4 1
URS, QLA R R R AR AEAE A bR i
A s G 8 T ) HE R 5 V2 R 47 -

a)

b)

c)

d)

TG, RO LEEERPER (i, TR o Fabagigrid , JFi
ERONREX /R S QISR Sl - O

AE B Ja 20 R 2 AU IORE, OURE IR I8) B S BRBITR B Uik, B JBUT AT 48 /NP & 72 /)
N BEAT I AR A S G Er, BRI ()2 AT S DR A A It (B AR D
BT i ] DL S 24 i T A K E I, FRAE NN 5 e AR AT , Rl 45 R 2 FH
PECED, QRS R 2 FAE, W7 50T BEIRRERED ARGt )

R 2877 bty LA FH PR A A D AT B AR 095 Bk, AR R e e AT CRIE SR g
A ) .

R 1 AR T IX AN [F] R AT I 1 SR s AT I T
ARG F RMTM SERUEE R SE 25 B AR R, 162 WIS Ho

=1
Bk TR e W AT
P YN AT 2 5 Qe 35 7 Bl x
15k T R R
T 3R B gk = T3S =]
USP<71>T6 B P4 38 o T—— S 2 =
SRR SR
ind) A IR PR A A % =]
A LHEEITH AR o B R &
R WY i B R MO R T R x
AR R B S B T TR, 2
A SR R B S O T TR, 2
T R ORI | R e R T
SRR (ATP) M) K i
PHIRIRE WTPVEDR | s 2 iatp | i, B R =

6.5 FAPEXHE

6.5.1

ik

NAfES RMIM FHSCH) URS. URS BT 4 &AM ZE. 4F B C. Dy E. F f1 G 24t
THKFELEMREENER

6.5.2

R (AT iE))

Eﬁ$%%%2%,@ﬁ%%ﬁﬁ?&ﬁﬁké%ﬂi%m Je o PR T 12 N A 2 PRI A] 9
WARMESE IR, W S AR S R OR BT I ¢ o X RE AT LAREAT 7820 O H AT, T A S B IR A VA
JLannEﬁiz?ﬁo [16]

£

E1:
E2:
E3:
E4:

3 RE 4 REUGEMMINE AL RNHEDM AN TFTE 7 RE 14 RIRMDE RN
XEF AR R o, R IEE S 1 RNAHER.

KT URANML S i, ATEERINISIE AT RETR . 7 RE| 14 K.

X SR VR TR ANML i ER K A0 1 N RAA .

X7 iR AT AR R IR R, IR RN 1 R
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6.5.3 #mixfa

P bt JE F AR At _E 52 S, RARAR ORI F5 Qe ml Be e . ol R s
fib B R A 7 U AR RUNEEAN 7 i BT AR AR T AR A o R PR 4208 2% 18 FT P T Il A A
R IR B H O s R Bk, JA D& T REY .

6.5.4 PEHSHRELZLHMN

MRS R AR G R AR A RE , IR PR S MR 287 SR i AT B A T e A BT AL el T8
P E A L BT DEANRE F7- P4 (4% Gt H AL 7 3 10 BI04, S e il AR e D I R sl JEAT
P IR Fr AR i 28 R AT IR URS RTREA BT AN R] o LA T RS (14 75 92 R e SCI e mh R
2 A R o TR SV D A AR SE A R R P 1 — B AT (9 B SR B S e s I A= e ]
ERERAE

6.5.5 FFMt

I B [X 53 R AE 5 Tl A2 VA7 A BRANAEAEAH DS B B8 1 3 A e e 14 A0 -5 000 & v A i 55 58 AH S 1) 40 #r
FrdE.  [1710181[19]

R R R A AL (1D FiR:

RTN — [NTNC(NTNC + NTPI)] ............................................................. (1)

Horp

Ryy FEHAE,

Npye 9 TERASIN B 1 B4 A

Nppp  REHTRRTIN & FHYE R A S

TUEE P 7 1R B Wik S A 40 b ad s P b SR PR [ M R BRE 2R UE B I . AT 4l B
2 AR AT R AR S REBE IR

FETF RARATH A A T, e SO&E 24 10 B AR AR H FRonk HE % 75 9 53R 156 1E A0 R0 5T 542
fl A AR . [12] FERRMERI ik, ROZnl DAIEA SRS J7 R B AR A YR i) 5 238 5 9 1
B EHARAEY) . BT 20 A Rs e 1 B0k R i A P PR 438 A 5 AH 50 B T AE ) 7 A

6.5.6 REE

T REUZE R RIEIM AKX (2) For:
RTN — NTNC / (NTNC + NTNI) ............................................................ (2)
Hrp
Rry NEPRHMHZR,
Nryc 9 IEASIN i AR FRAE A
Nrpyp REFEGRAS IO AR R A R .
BRI T SLEEAT B PP, DURA 2 PR U o R A SRR R 5 7 it D USRS R P 32 k. R
PRSI A B 215 B 2 W —

7 IE

7.1 —fRIEA

X EENE, WuEn EREEART: [12][17]1118][19][20]
a) M REUE;
10
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b) MR

c) EEFMRAE;

d) 2k

e) ERATE:

£)  KEEE;

g) i@t

h) i

i) I

XoF T 5 P B B AIE W] DAL ARAE AN R T
— Wi Rt

——Far B ;

—— R

TEIE B %, RMTM MAZ-S54E 507 23T L. RMTM BRAF K 225 FE A o A A 3k 3 A H () B

AP BRI R AT RE TP IR A 1 FRORE e R 2 LA AT I B R i AR . 5 A SR BT R
IR R A TI0EE R I, AT . ST,

7.2

JEIE BP0 R V6 2 2 B T 7 it S BT 7R I TIE SOT iR R bR . [21]

IR A FH AR A it J2E AT 00 5 B E AN BRI

I B R R A AR BRARE S, R ST AT VA I A

A DU F 2238 B 07 VR R VTAG & M R 30t v Re s . [21]

AN S B TE ] LA G R S B0 R0 DA S A i o (8 AR AR A

Yo S TR BRI 0 458 FLIE 4 0 G 7 AR N BE Iy R o

S IERIAERIFERE P BAZE 1S0 5725 F&&1. ICH Q2(R1) [11]. ISO/IEC 17025 A1 ISO/TS 23565 HikZ.
FE2: HEYSER S SO, AR AT L BRI E T SRAS I e BRI, DA ORTT & B IS AR v
73 58 SCE BN ESE I E N, 400 SRR R LU R, REE P HEE.
——FELSHE TR L

—— WA o PR A DAERAIE 5

—— & H AR E
——TCIE IR E B N AR IR
Loanan ey)l:prig e

RMTM S5 FH 5 48 6 97 7 i R 3 7 VA O IR B A P gk A7 I
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¢)  EFEHER (1Q ;

d)  EEEK 0Q ;

e) MEREEE (PQ) .

7.6 HERIEPERASRY
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LA EE A VGERFREYI B, DA NS EYI . N B RS A HARE , OF
HAE SR N SRS H RE e B

&I AT LS 225 A RHE il R E A0
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BRI LT A s

a) TS

b)  AXERAIIIE

o) THENUSCRE G
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e) BRI

£) M AR

2T VARG S W PO RS AN AR, REEETE RN k. BT ERE AR T DL
A RO REH R 2 TR, [24]

B SebritE v] DURRIE ST SR Tl de e ) (il N EE KSR

B bR v T DA «

- EEREUE M
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- WRAERELSOE X
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IO WObRIE N TESOAE 2 ATRfE « IR0, SCHRNEREE A, SRS R IME B LA RRTE
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W5 RMTM 5 R4l B AR K I FLAR K SZ 2014, 0 7R ZEFATAE S ol R A8 X7 32 o 3G I B i
A I JE ARG Ve IINRTE R, DAL RN

T3 L E MR TR S T . A0S RMTM 38 4B A K, TSI B 1% 55 3k B (R R A K
YEH .

IO UEAN L FR T iR s A B VR T S A T . M, BRAIE IR B AN I AR, R R AR
YIRS T RS, — ERRSEBIH R R, BE IR, SRR B
B4 St E A 7 VR I TR B AR AN B, SR X 5 i T DA CRTE 3E NS SR B BT B eIl %
SRR PR, AR ks, [25]

7.8 fEME
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RIE it R B E R B R
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ML FH IR, WEE HHEOANER -
AT VR A BR AR IEAT ML 55K . & S VEAEH L 2R . ST BLE M . X%l
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2 ARG S AN S T B 20 A B A AR P IS, 136 A L8R i 1930 53 14 e B B MR e T AR AN
AP SIS, JF AR ER 5B 8AE.  RE WL, BRI F00 @ A AL st
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il 5 55 PR B AT QA
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U SR AR A
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B REAI B TR

A AR T
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PREMEANTE

e ]
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b S e PR A
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O & BR
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[ERaV U]

8 TR/ Bk

TR AR B R
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PR 57758, ERA N AR (NGS) BAHEA A AT/ Fr A S B b AT AR e A . R
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R EIREY) DNA FFA 5 S5 AT A AT AR e i, 3K 2 Mo A8 3 T I S e ) XU

1.2 [EEEAE

FERE ARG T, pRdE I R e . ORE AR DO E IR L, RO R DL B AT
O,  [27]

ze HEFHEE (SEC) A& T ROTAURIRI D BU7i, JRE &AL (UV) JO6B0EHU I8
BEATASIN . SEC WIBER AR 5 /EhE 10 /b IFELTE, B ALE 2T T 7 AL

1.3 RFENKEES

BURIAKIES] (SNA) S — R TR IR, (AT A ORI RS #EAT 2 T RS0 . 3
ETOCHEATAI . SNA JELEIZAT HASIIRIERAR. [28] XIUFOSER MAEN XS RUIM H #4750 E.

.4 SeiEathiimsZFkE

Jei i A/ h —3f (PLS) {1ttt EZAHORIIZE G AR A A E & AR
WIRTS. R ES& H TAR I A) ARERE IR T 204 10 PLS, RTBAEZR Akl s F st [29]

1.5 ETHEMLNRINR

— LR A IR B T AR R R . @, IXEEREOREET ATP R, X E s B AN B
FE R ATP (AT A S B4 hn.  BIEES T ATP FEREN N RPN ER
HALNE R R B EE, IR SRR ATP SERUEL . ZHEARIER REH B (4 /N
M) o IR TN ATP J5ik, DLE—DamisR g RNl 3L ATP U772 RIE, SEks b
Al LME AR S840 4, HE IS0 24190:2023 (F) FEh AN AR B BE /K ATP B RAEHAD 5
T IBEHE RN, FEHATER LA R AR Hal, @i ATP Bk AT e ke o
AT AR = B, XSy 5 A o] BeTREE N FAR R T . BT AR E T K
Tk i

.6 FBRigHEAR

JiiE (MS) &b I BB 1 U LR e T e A R, R AEET G, TR
&, BT REA RS ME IR T @& T o SO ISR DIRERT AT ITE, 2T MS At
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AR K . ALK, ZARMEREAE B AT A B RS A TS TR dh B IE 2
W T, MS AEEEEA RIFEML MG E. NS ks Wapkbl 045 5 Z M R 90 D B L &
BN AR PEREAT . NS WEFE 5 EEOR (BB tIE (LO)) i M, MR sy
BREMIR ST HIRE Ry . LCMS W] LTS MR 75 /By, R ZERERIRE M %M. 46
FERFE dh ] S5 8] AR B LB AL B, LC-MS THEI R MIBosia s . BB BIROCH/ f e AT
[A] (MALDI-TOF) #&5—F MS Jjik, e I3 P RIBOt e mBIRe dh, DUR/NIRE K 201
PEAEBE . MALDI-TOF A#$FFaliE& A Tand & Tl QC wESud R, Fove2Eam. fi
MR R HAA il E.

1.7 SRINGHEEAR

XA 75— A AR O POE AN 6. ERgEAT, BARKLT, TR
FEHRRE — B O AR AR, I ELRSHIN 2 0 R T 4 B P R 4 SO e BTG T R, B S
A 2. FRZH0 AL CRAIE RS F T BRI R b i) A B E TS Y. 3 mT DL R
JOARBEAT DU AR 7y 328, DLor BT S Fe AT BE— 20 0 b, WIS TR AR AT IR
FHATHE S AN e FAT, K2 Bt QR I AR DAL 20 #7528 — BRI RV DL s R TS e
HAT A E s RV RENEAEIX L2 T 0 R, TSI s A Remish; I, XLl REA IR
TN ARGE R 7= R DRIGUYIA SR 8 3 2 1) P et AR S 7T DA OA 7 i P R 3 B A1 8 T i 7 B
SRR . ARG N DL TV SR T SRS AR TR 0T i 2 1 IR A A A
G B A B A 7™ ol R R o 84 ) ) S5 R T 5 925 o

1.8 {EMENERIZIHEY LC-MS

BRI FGE (LCMS) & MIEASOR, HanEEtmEam 10, MRantik MS). LC-
MS SRMCERMEE, (HFERERFE RGN AR D& A s BRI B2 LCMS Triddtk
g . BT, RAOAHASREN ™ A SRR R S . T DA (R i i % B R
JFAEDZIIN B LT R AR RLC-MS TR DARRAR Y, BRI 5 & A BB S R B
B AN BRI BUR RIS 2. [30]

1.9 ZEE&FEMITNE

Jy—Ff RMTM T BEEC S e W I 8 (ELISA) , 32 — ik il e S e pi kB S5 A LA FH 1) 45 45
AJIE . ELISA JEHEH 1S0 24190:2023 (E) 96 FLARME=dtAT, Mg, Pk, e & A H3tk.
SRIM, ELISA TEiE MR DAk A Y0s B, R RS I - B 2 i B A R e TR ET R TR
V. BRTIXEET AR TR Z A, HAH S EOR, g T O REE B (FRET) 77k A
AAEAYEGAEDINRC T S W 7. A XS SUR A EAE S ATIETE, DA R AR UE v] T AR R 5
st 1) X PRI B A A AR 7 v

R H PG H T S8R R P SR R R S A AR I 5 I 245 R
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FRH. 1 BIRRIE A AR 75 AR

A NE£Ha. b. c. d 8 & L I HERHE A
MBI EE
MRAUNERER | emstne 25
T, 2|
ERHER
— BT S -8 7 g
| e i e [ —
SENF B (Bl WRWEL PCRRUN, Hob| o T
REGHEFHSE, MLk | ME (16S, rpoB) s RN .
i , n RIUHFFFISEERE | BE— N EHTIR | TR AER
REER) | SN A (75, 185, |
WEH, THEEM | 25285) HEREER| o
FHRAETUF |RERTHENSS ’
S REER, 5
e mmm g | RN TALES ;ﬁi% E”HE 1;2
EEEEEER mwmxegE |
FHAAIE
RIETEELED
BRI £, BRMIEF
By (FRENE | THREFRE TN
BER) | RIEN|  BABREN
BRI
(VBNC) 4
BANERY | EURMRSHE | MEORA
BERFSE (B
2RO R ﬁnﬁ m;;;ﬁﬁ
S R , ™ 95 BT A
= CITRS (A U 25B EEIR FE—NEHTHER
)
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sk WEXma. b, c. d Fls R KUE R PRI PE
BANREE, 55
b TR BERASE AR E N,
TR EFRAIE
e N TH AR HATP
ATPIRE =t (R BB
¢ %) | THRIENE
T4 5 HOVBNCHA
)
—
ﬁﬁ%ﬁﬁfﬁ% s ¢ BEERRETNH
LEFHANE (% . p eI R
BETE) i ALY
c S e EEARNAEY
ST [ W A e
p SR, M2/ IR 5
TR AA =8 EEhER N
] BEABRENE | BERRRORE__
& %
EMNE, TR
FEEE AR KA
P B A, TABEEAE
EHRZERA e MEHTRIE
FEERNAT, T
¢ SRR TR TheiRR
VBNCHEY), 78
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Bk WEXEa. b, c. d 8 R L e Y A
S R T B
e
BHRREE, T
P ST R R ARIT
M A T EESEN B KA
c BB 85T A
HAZ M
FH MR E,
SEREE. B
p ;T; P e sy
1 \TA Y
Lalla
WP (CO2iE) it T o
A Y A 2SR FARATAREH
c SN EA GBI BRI & -_ &
HAZ M
S H
DB
LM BT R B
B EATEEANRE YRR
K ERTLREMENE
METE RBEES JLFTE. RTOARIT. ATP A% AP R
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M F J
(FERHE)

T4 W

BT RS RIHAEIAIN T

PR I B 5 G5 M TR« 0T SR B DI v B X EAT SR LA A i B el
RS

N T NS, X ERBAT AR E . B IR E R KR TTARR). 1R R
B B R AT Y = s IR AAF MR OL T, R E e BIEACT LR s 1o ST, NIARKFRLA]
T ERERR G Z AP R R (B, R BIARAE 2 MG IIA OG5S IRE MBI KT AL
TE PR

AR S R T DR ARAEROR IR T, B 3R AT B e el R
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