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Lifecycle management of analytical procedures of biological products

LI Yi-jun, HE Wu, WEI Kai-kun
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[ Abstract] The concept of analytical quality by design ( AQbD) guides pharmaceutical industries in the
development and maintenance of systematic analytical procedures using scientific knowledge and quality risk
management approach. The quality control of biological products is the critical content of the pharmaceutical
research and evaluation, and is important to ensure the safety, effectiveness and stability of products. The analytical
procedures used for quality control contribute to the quality control system. Lifecycle management of analytical
procedures includes analytical procedure development, validation, transfer, change and continual improvement.
This article introduced the concept and application of lifecycle management of analytical procedures and regulatory
considerations according to the quality control characteristics of biologics and the experience of drug evaluation.
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i i /4E 8 Ji CE-SDS R*=0.98
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HCP( Elisa #:) R*=0.99
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A )2 T A T (40 AR R?>=0.95

E W R PRV FIBR I R >0.99

EHEERSDH<1.0%

ef A4 % % RSD { <2.0%
HfA RSD {H <2.0%

B K I% RSD {f <20.0%

98% ~102%

98% ~102%

F g RSD H<2.0%

iR ik % RSD {H <20.0%
RSD< 30.0%

F 1% 98.0% ~102.0%
Ji% i % 80.0% ~120.0%
70.0% ~130.0%

RSD <20.0% 80.0% ~120.0%
RSD <20.0% 80.0% ~120.0%
FHEME RSD<2.0%
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4 LIPTiRe 2y Wy g ) S 25 1 A [l A6 I i H B
M T

R4 PUARIE LY 00 TR PR T AR 3B ik

Lioall| RN E| LD Tk
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F o 5 A 1K IEC-HPLC  F 401 & 55 B AR B UKk (iCIEF) | PH B 3¢ #6 (4 385 1% ( CEX-HPLC)
T2 KA o i EREEA Elisa ¥
HEIEAKRE Elisa %
fii F 4% B DNA q-PCR i

EARG R

A Wy 2 3 PUIELSS &1 Tk Elisa 1
SRS A
A Wy 2 3 Ak

Lowry 3 \BCA % 700G (YLIRE Ak (HPLC %

T % AR B T LR (SPR)
2064 B0 ) S A A P e SR BG PEOL R B I ik (Fe M D) fiE (ADCC,CDC)

2.1 £7XE
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W7 AR AR o RO R A R E 7 B S A
S AN DG T VA 04 7 A DG AR BT, 81 4 - 2R £ A A
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HERAY R H 8 R O R YUk 2
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B AT T o SR AN A3 6 B VA AN T B 4R, 1
87 B0, 5 Bl A TBCA T T e R 40 7 o ) 9 O R 8K
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e A X 6 39 1) o] AR 4 245 0 1) 4 P9 /R T PIL ) 32k — 25 TF
KRS ML S P M 07 0 o ST SR Sh R A AR
B A W] RE SR 28R A [R] B A A9 1A S A )
FREB Y. WA T LM R E, A
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FHER A 23 Bt 75 125 A 30 4y s 4 A 3 2 40 okl o 4
TR, B0« e 5 2287 i i HPLC 5 42 35 9 2 1
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2.6 XEHEHMESE

R 0 0 TR 4 R (0 2R 1 B 80 R
L AL 20 8] Y 5 2R ) B9 35 6 0 A0 ACA T AR I 5
TARIE R o Wb BT T A R A X
FVHY R 91 40 < 3R L B A4 I A 4 T BE 5 Ak D7 b Y
PUREE F & A AR IR BUBRORE

Ay it B R AR ARG I 3T H i A0 4% S UL AT
LSy ANEEVERORE pH (E B 15 TR BE KR B/
AR et A (RN TR L R
MR 45, X Le I H 3 R 25 L7 7k
3 HEWHITER
3.1 AEEBEBHMEHER

I3 M 5 1 BT 5 0L 7 24 49y 4 HR i s A P g i 58
i, LI AR i 300 AN [ 9 B ) o B 4 o 20Kk . 2
Yo &b T e R 3 Ll R 0 [R] L L L
T 78 T 25 R ) B B s, X6 43 A7 07 9k K R IE )
FORMA AR, FEULIE 2,

AT | TR
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3.1.1 IR s B B — Ok UG, A
T 253 8 7 e R 3 6 15 8 8, T 7 1 A 30X 46 9 i) 3
— A XF TR A A T 2 2SI K 2
Yy, T Ok 2 2 4 28 o, 7E W R DR i
JO7 A 5 <22 A VAR DG B9 73 M 5 1k E AT 00 A6 BRI, ) 40
i AR i 5 DNA S8 T2 S A B iy 77
Mok

Xof 4 IR AR WY 2 AL 24 0T K 19 25 ), i 3 A 24 27
AR ABLE BIF 52 J2 i 1 A W) 26 AL 24 T % AT A 1) B Al
PRI, A e PR 3 36 Al 7 € G 22 1A ) 077 32 S B, R
FH 28 96 30E 1 73 BT O 05 O T A 126 24 0 2 IR 24 22 [f] 4 T
4 Jot B LG RS, 7 e PR 3 36 F 4R BEORE P — i R
S 4x T By 7 VR F B A B, L SCHF 25w A L
W
3.1.2 mARIEREIE AT R SR 7 ik I TR T
S I8 H AR B I PR 3 36 9 8] 52 i, 2D R B AE T
Z.ERE IS AIE ( process performance qualification, PPQ )
T 58 8, DA S R A BB A T 200 |l PR a5
303 1) A8 B B AT L PRI S R R b T R i DL E R BT A
B o An SR A e PR X 56 300 18] 2 28 00 M 05 ik 1) 5 7
AR W LI 58 AL BE RS BT RO
3.1.3 bW B TS E TR Bl R Ok
Hh B S8 B Y 3 A 5 VR RN T kA B IE AR 4 e TR
I 6] 7 3 2 i O AL 2R AT BLEE 1 W O K B a3
Pk i RL a2 e o BRVE A AT AT, ASEAr R W A0 i
TiEAF S H B FESR . WEFEE NETE 58 3% o B 7
P A b, AR AR R 20 RE R AT B Ak
e PR AT e PR AJE 5 45 2R A 7 P BIF 58 8tk 0 B 7 1 14
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