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Typical observations and key points of inspection in aseptic processing simulation

YAN Ruo-xi
Center for Food and Drug Inspection of NMPA, Beijing 100044, China

Abstract: The evaluation content of aseptic process simulation test covers the whole process of aseptic operation, which is an effective
method to evaluate the sterility assurance ability of drug production activities. Common problems in the inspection of aseptic process
simulation tests include process simulation, reporting and recording, intervention, simulation scope, contamination investigation and
treatment, the number and frequency of simulations, simulation medium (culture medium), etc. Sterile process simulation test can be
analyzed from three stages: design and program formulation, implementation and execution, and continuous evaluation and
revalidation. Aseptic process simulation is evaluated from 7 aspects: procedure documentation, aseptic process simulation test plan,
aseptic process simulation test report and record, video and related records of the implementation of aseptic process simulation test,
production site conditions, personnel and related content. This article will analyze the aseptic process simulation test from the
perspective of drug inspection, and elaborate on the inspection of relevant content in the sterile drug inspection, various self-inspection
and external audit, hoping to promote the scientific and rational development of aseptic process simulation test in drug manufacturers,
to better ensure the quality of medicines.
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Table 1 Summary of relevant GMP requirements on aseptic processing simulation test
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Table 2 Deficiency distribution of sterility process simulation
test

L) SREEEL % BB RS %

T, 25.53 25.53
s 5% 12.77 38.30
T 9.93 48.23
HLALL 3 9.93 58.16
V5L S A 8.51 66.67
RO R B 5 AR 7.80 74.47
A (R R 5.67 80.14
ANRE R 4.96 85.11
Ty S RLE 3.55 88.65
TS 5 3.55 92.20
R 5 2.84 95.04
HiAth 4.96 100.00

PR R BE ARG SL bR A2 77 L2 A nl BE RS I 1 1 1)
R BN T SLbr A= T2 RE AR T
PR OB CRIE A, Qs s A 77 v 75 100 24 1
AR N T TIRPERCAS IR R B 257 o
HEEE . LR BOMNITERTHES. sEKMT
FEEADL ) i Y i) R 3 AR v AR R BRI S B A e
(I Z2 kA, IR ZE R & TP Hpeimtfa], it
= IR € SN R (== v IR (D T
22 mES5IER

A BAFE: (1) B L 2BEHARIE %A
BATEE, WARIEFI R TS TR, Rid
SIUNEILEEDS 8 S NI S TRt =R N (Y N A I Sk
BN D RICFIEFEMEESCETE . (2) KREH L
To TR L 2 A A0 A0 3 5 B R AL 1) R L 4 45
KEEAEMEEE . (3) WAFR SN TR
AT, Qngm BREE SRR BT F R P R AR AL ke
DR AN AR R TG B R SR A VAT R
23 Fm

MR BAFE: (D FAER It AG R, W
Z T TR E R FR AR AT I [A) N SE R B4Rl ikEs
TRREUR T SEBRAE P2 k. (2) RIETTEZME
AT T IRAE . R H B A =l FE T IR )
AR, (3) HEAEM AR E T I
FEIT RIE ERE, R e ZE M b 2L A% 2R T
PUEHAT RS, B DR T TR B T B RS T Y
FIREL, R IR 77 R TR AR .
2.4 RHSCE

S e EAE: (1) TR T2 AT o

T B E IR, QR AHE BRI I 5 1A A7
MR, ROEFLHEREGEBREE. 847, i
I AREE . (2) XPAEMHS B HEAE  TP RS
JEHAT DL E M T 2R, WAz, Mr
HERIHIS . 3. (3) Jom LB A G4
AL AR A BT AR, I AR PR 2R AN
XA — AT T 2R . 2 M EA A%
(7= S OGEAT T 1 AN P2 i IR UL SG LT

25 BRIPESKE

OB RS (D FEP OO e AL
B 2D 3T G i e R AT I A S b B
BT o (20 X CRAEHITE G & 5 BEA 78 57
WA XA TS Y (AR AR b AT S 0 o 8 2 4 B 17
Jir DRI/ B P B SR P RO TR A R H A
H) LA R T TR 2 5 805 Jeit Rk A7 4 =]
VAL, AR R R .

26 EMAIRB SR

A EAFE: (1) K% GMP #lE BIEIX &
JAER/DHT 1 IREHE T EEMRY, 01 &4
& AW EEHETHAB M, H&EEEO I —
U THLEAT O L 2R A =28 E A
7=, AHSRGE 1R L ZBRIRIG I [/ 1 401
FHEQGHAT L IRE W T 2R,  H s MEf] 5y
Frifflio (20 KRBHTED 3 M MBERLRLE, W
TR EEEEAGIT T 1 IRAH IR .
(3) RAHEKTHE, MEMNFHL T, RITRELEM
T W L RIREE .

2.7 BHATR GEFRE)

LA R (1) BRI A KT EA
BT, AR AR AR A0 A 5 52 4 o C R ] ) Bk
PRI S B T (R AR KR8 1 5 7R L S 54
FERIEFRIRBEA—E TR FR G o R AT R 7R 0k
PRAEF=REE ANAEFUREEFRITHEAT TR AE KRS,
(2) BEFRIER S BB RPEASFIRRIA, 0 A
TEOL T R ZE SR OB R AL A2 38 h, R PPAl1%
T PR B TR R 7K 3 B B ORAE AU A P A A PR AU
AL 5 7R A R ATHIA S . (3) B
JRIEPEBDA BT, WJE B L AR o
AR ERKAE AU T, Bk B D8 5 AT e A
M, R IR B % 5 3548 A 35 7R R A o A
R B — BRI B s B IR AR ] S R
FERRARY, (BRI R DR ARG IR0, T2 6 FH RS K
GRS FREE (TSB) VB NBLA R -



+2138 HEITHEOH 20224 9H AR &GwEkA  Drugs & Clinic Vol. 37 No. 9 September 2022
2.8 Hfth RFNE B 72 T A B B KA TR (8] 55 (5) Fizh

FEAR: (D ANGREHEE, WICwk
TEN B FUUE AN VELE . AR S5 1 TR &
PR AT ERI . RS SRR RAESR AL
T IE AT (SR B IC s AR A TG T 4
TEN VR FARNESE: (2) T 7 UL E AR i8R
Uk /D RR Tt 2 2R R B A2 ) 6 ) T T A
PURIEARE s (3D FBR /IR 2 AR Ji A1 58
AHCT; (4) HiFR RS AP A7 AR AR M NG IR IR

A8 FH I 1 T A A0L i 5 A U T TR ST
3 REIZEMAEELEES
31 ZEILZRUMREESAR

T X GMP BORIRRG 0, 45 & FE
2 At sk, B L 2R AR AT LB
ST REE . LS AT FFEPl S R
3B BUAAT E b, BRI GBS H Y,
1.

REERGR

XH5IER

EETZRHIRE (APS)

[ ais

PSRRI SR APSEIE B ST BEEEART
x | o || me || mmorm L alad — N
R [rwervm || mmmn || wrrm | ,,; | ‘%‘ ot -
| z R k| [ ETEER BEKERIE | | Rad%
g ‘ TR ‘ ﬂﬁii’ﬁ“&)é ‘ FRRHIAPS
e BELM i o
w5 s | || wen | unsn | TEEw | | Emsk |
f— i T gl tasag] | ww |
B —— S—
7 e
il = — [ | [ am] ||| +ooh/ s
AR WTRE || (e
BRARSRERE
hEnE T | AETH || MERTH | s s | | voRE | _——
| FHig || FEAR || FHRLE | || | weshis |
FASBE 7 B R

\/’/

1 ZEIZEMKEESLEHE (5%F)
Fig.1 Structure of key points of aseptic process simulation test (for reference)
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