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LR
3.2

INIEEF adventitious agent
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FE G AR (TSE) i IR AR RN 25

2 ANERE R TT PR AR R B — A (315D,
3.3

SHr73E analytical method
B B VR EPRSE YD BAAE . BoE s RETE YR A I vk
3.4

S BEREL analytical target profile
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AN R ancillary material
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1. AM AEFEIEAEYEFES (FIIMALEEFN. RB7. &1 B, 30 ME54Eaid L
P AR SRR L, AR ALHE AT B A AW R I FE (B4R 2 35 77 LA RO o

20 AM AEFEEFRAM (FERNGE SRR, (BAE T4 REEM R —H ).

3 ERUEL T, AM R NEMEL. DRIE: 1SO/TS 20399-1:2018, 3.1, EITH — VR
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4 AU S, REE R MMIATT I (3.15).
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3.6

HEFIZZE area density
I P R% 7R A% LR TORG B 40 PO A A 50 (3.14), 385 DAL TR b i 4 P Bk /R [RYE: 18O 20391-
1:2018, 3.4]

3.7

S ESEME analytical method matrix
ANEZ N EAMY T (3.3), HTEREEME (3.38) MAFE T H

3.8

B attribute
YIBE, Abs AE RAE R R BURAIE [DRUE: 1SO 20391-1:2018, 3.5]

3.9

B attribute component
HT#ESRERENE (3.38) MWEME (3.39)

3.10

HH5EM biological activity
FE A SEHLRE B AW 2E RN R E e DB =
Il AAWE TR RN B AR, mlinibas . YR aH IR, DL IS A s [A] i) HoAth AR A,

3. 11

S 445 M biological property
M mEENE (3.38) A%

3.12

BIfE calibration

TR — DR 2 AE T, @ BAT I B AE AT SR LRI B A E R E (3.39) AEAMRIM EAH
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3.13
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AR RS (3.14)
O EFEH TR, DRIFE: 1SO 20391-1:2018, 3.6]

3.14

ABEITEL cell count
R 20 P K
1 BT EOE RO AR S (3.13) BURFREE (3.6). [RIE: 1SO 20391-1:2018, 3.7]

3.15

APEETT =M cellular therapeutic product
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W1 DUR 2 40Hi6 7 7= 5 sl

a) — PP IIE ST 295

b) —HFPLLR TR s

3.16

APEFE ISR cellular starting material
AT AR TT = (3.15) il i ik A2 T GBI R 375 240 B R0 T B 14 41 A4 )
E L B AR ARG R SR R b (3.15) FHSR.

3.17
ZRITINIERIESEYIER certified reference material

PLl—A ek AR e B, AT ESA SR RIE S5 MR, JEE RM EH, ZiE et
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3.18

AILE ™ comparable

FE ARG L2 AR AT e B A S A R R R (3.38), Mg etalia tt:, i
e IR, B P AEA RS2 1) 458

O SRR AR TR R EENE (3.38) BT TERELEEEALN, JEIR IR EIIG R EGE i LA
Birahaiie.

3.19

1157&% contaminant
AEATANFT BRSO 2P B 2 il it 22— 805 Ak 5l AR
H 1 AR BT DUt A = B A R R .

3.20
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vE 1 CQA JHH 57 S IR R IR 2 A 5%
32

ERRAPEETTAom final cellular therapeutic product
T ARG 2540 f v 7 7= i (3.15)

3.22

FFETHEA fit for purpose

BEBATTHEARIR fitness for the intended purpose
FFETFLEER (3.26) [DRIE: 1SO 20387:2018, 3.24, BITHK - HRCHIE.

3.23

2R impurity
P2 AR AT AT AE T dh s 572 8 R I o s ke (LR 2P s 47) -
VE 1 Z0nT DL T2 RG] DU 5 7 Sk DG ).

3.24

RERFRAEYIR in—house reference material

B — AN SEER % AR R S VR B BT, H— DA B A 2 %355 H BRI 7 0 #E, 7
T FI A& (3.26)

VE 1 ESERAEYD R 048 AT DAL FE(EOAN PR T5600E (3.54) AHE (3.12) Ml mT e i 7y (3.36)
PLI SRR AL . [RIE: ISO 16140-1: 2016, 2.32, &1/ - “IOiE By H HE", WmnERE. |

3.25

LAEFIA installation qualification

1Q

T 2R P B 215 A% RN B AR G0 2 2R 1R T OB T A & D R HEHE e (3.50), JF
Hi&E 25 58 1 2% (v pe ) 1
3.26

fMEAAIE intended use

fMEAEHY intended purpose

AR )38 p B P PR AL R ERYE (3.50) B, E R —AakZ A, Bred . TEERS HTZH
& [RIE: ISO/EC F8Fd 63:2019, 3.4, BT HR——AF & X HRHEIN 7#ARE DL — AN sk 2 A Fl<si H
Fs o C<Arges B, ]
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fE){K intermediate
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3.28

hE#EZZE intermediate precision

FE— A (VRS 2 BL 26 AF N IIEAEE (3.37) [PRIK: ISO/IEC f57 99:2007, 2.23, ZfBH——MN
AR E”, FERECMER. ]
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3.29
SMPFR limit of detection
FE i o AT DRI 2 1 AT R BAIR B (3.46), (HA— & Re e E AERIE
3.30
E=MR limit of quantitation
FE A AT DLCLE SRS B (3.37) AIHER R & & e o k& (3.46)

L RIS A RALAWIOE RATNEN SR, B TIERR (323) i
=, S T 2 o

3. 31

2 BFR measurement target

TOUHH BR300 ) 5

F 1 DR HART ARSI — a2 N EIRRHIE, X SRR AT DA AL 4E MRS R 2= 115 B .
TEANTE BT BT B o A el SV LS, ORI X IR EEARIE A 78

3.32

KR4S nominal property

— MR VRS AR, IZRAEBCE BN CRIE: ISOMEC #EF 99:2007, 1.30, gtk —
VEREARG MR ]

1 MR HARRIFRERER 2 AT AR, (HARE FH B R EL .

3.33

#1EHffIA operational qualification
0Q
I WU A fE TS AT B K, W SLAF A BT A U B A i (3.3)

3. 34

M EEFRAE performance criteria

W77 (3.52) Fris IS Re AERAE 77 20
3.35

MRERBIA performance qualification
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S SR E T 5 (3.3) RS PG & A 2R
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3.36

%751 potency
ERIE B BT TTE (3.3), T HMEYZERE (3.1 MR aEME (3.8) MEAEY)
W (3100,

3.37

52 E precision

TEFR E A XA R SR R AT BRI &, SRS R R E N ==l (3.39) Z IR — Pz
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1 KR EEH SRR, WIERUE I EZAT T, ARz 528085 REE R SR .
2 B AR DU IS I MRS E W  H ERE T A B R (B IR . DRI
ISO/IEC #5F§ 99:2007, 2.15, Bei—MIkx 7 ARIE<IEREE. JR 3 M 4 BhkR. ]
R 3 IR EAE(3.39) 248 RRM & 45 RN ={EH(3.39).

3.38

JREEM quality attribute
WIEL, AcE. AR BURRIE, R R b

3.39

=18 quantity
A DL B AR EY i R B — € EE M B @t RIE: ISO/IEC $5F 99:2007, 1.1, f&
P—3ER. mPIRCI SR RO M. ]

3.40

W

SEY R reference material
TEREE JB 17 TH 2 0535 SIFNFR € B RE, OO 2 18 A HAE DI 2 Bk 25 A AR REPE FR R T A 3% (3.32)
[KJ5: ISO/IEC #6F 99:2007, 5.13, BIT—EBFRBIHMER. ]

3. 41

FEEM repeatability

TE—HE BN %A T I EREE (3.37) [R¥E: ISO/MEC f8F§ 99:2007, 2.21, Bil—ARiE
W R ER . ]

1 W M SRR AR e — A, SR A R B AR E A ERAE NG AR 2 R 4
FH IR B3R 25 A OB TR RO B, 7 ST ) PR Xt A ) BARHBA ) 47 Ak 3 A T 0 42 0 ) ) o 2% A2 o

3.42

RFXMUFH G representative sample
AR RS ENE (3.8) HIFEM (3.46)
E L BE BEREERAGHNELR, BEENN RGEEEA B SR

3.43

B reproducibility
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TR A S I SRS B (3.37) [BRIE: ISO/IEC #8Fd 99:2007, 2.25, BT - VERFIAIE <)
BRI CM. ]

L FRILE R R AR AR ARG E . HAE R W& RGO AH R BAR A A i AT B R &
() 2% A

3. 44

22 robustness
ATk (3.52) AN ESHANHUEA SN IEE /1, FEfa m L AE B 2 A m]
éa

il

3.45

A ruggedness

TE S Fh IEH WA N WA [ RE AL (3.46) T3k RIMARSS R TSR (3.43) FEE

O IEFEWARAA T LS ARSI E . AR AR ARPAES . AEREGRHER
ANFE AT REL ASF PAREIE AN [F] 35 R 45

3.46

M sample

MARGE U I — s A
3. 47

REUE sensitivity
W& RG0S 1l & 2 1E (3.39) A RAR fb 2 [l i B KUK : ISO/IEC 48T 99:2007, 4.12,
BB A N & RGN R B M. ]

3.48

LEM specificity

MR (3.52) MeE, MoE M AE SRR HAEA SZ AL REYI R TP 15 B0 T I S50 2 S A~ A
Y ae

1 LIRMEERBE (3.47) AT ECE RGN G I, R A O R B A R R ) b
DS & Ry AN N 2 (1
3. 49

{RIREA shelf life
ANPLIETT = A (3.15) AT DALRFE I TIU FH i 3 FH 1 R e I ) B (3.26)

3.50

3L specification
TARFN 2R L 43 M AR P 225 FIE A G UShRAE (3.1), IE B X P & i 3& F M (3.26) [R¥E: ISO/TS
20399-1:2018, 3.9, &I - KW@ g OB o & . |

3. 51

FaEM stability
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20399-1:2018, 3.10]

3.52

MR /5% test method
5%t ik — i HNEARET (3.3)

3.53

JETT4APE therapeutic cells

TETT P b R IR T R BT B 4n

1 BEFRONGE S YR
3.54

I\ validation
TSRO MRS, B e T R eSO ER A5 20 2 DRYE: 1SO 9000:2015, 3.8.13,
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3.55

IGUE verification

T SRRV, # AR e ZoR S 22 [RIE: 1SO 9000:2015, 3.8.12, 1Bk - ERCMIER. ]
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