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2 iR ER R

2.1 ®# & M H

2.1.1 #¥#EmH inspecting item
S 25 5 TR L AR UE 26 A 2 A SO BE AR T E
2.1.2 %55 identity test
H R B BT 2 B ARAL Y 1 Al A PR A i .
2.1.3 Rk impurity test
P E RS AN R R S S B IR
2.1.4 EGENE content determination
DA R 7 DU R A BT 4 T 4L & &
2.1.5 YRR ER A microbial limit test
Ko 5 S G T 300 B L IR R 2 I T e R, — BB
241 VB0 R T R TR B0 B L A s o R I H ARG
2.1.6 HEEERASE packing volumes determination
T A 2 I A R o A o 3 1D 2 B A AT L K L AT 8 B e
R,
2.1.7 HEBERA®E packing uniformity test
Ko 2 2 ks B — BOME SR UIE FH 25 70) B B HE A
2.1.8 BEEE/REKERAE osmolality test
RO W0 T ST 700 TR PR 980 A 300 252 245 400 0 300 14 8 8 T EE JR VR JE 5 I
i T TP A% R SO TS 0SB TR TR I B AL
2.1.9 "W Rk visible foreign matter inspection
60 Y0 T 5 30 L R 9 A 390 P A R AE A AR AT L AR
) S 7 P g B, R4 B K BE L R T 50pum
2.1.10 AEHEOR SR particulate matter inspection
.9



T AT L 5 P 46 2 19F 5 052 I 5 FH ARG 28 3 kP 3 S5 590 o ok
TE S T S R A T S R e AR R A e Bk o B G i R
B AT ETORE I KN B B
2.1.11 ILHKAE sterile determination
HSE 2 UL P B2 K TC TR M 24 0 L S 97 2% L B R R At 3 Al R
T IO B — iR 2, B U8 O AT AR > — .
2.1.12 WHANBEEKLE bacterial endotoxin determination
Rl s A B N 2 B A AN B R,
ARBKMTPHENFENRERERFSE,
2.1.13 #HJF K7 pyrogen test
AE B S HITE HIR MR E R B SHE,
2.1.14 K EKLH particle size determination
00 7 700 £ R A/ B BR
2.1.15 £ENRYK A metallicity foreign object determi-
nation
A 0 HIR T 2 [ A 1 390 o 0 6 TR P B S 3K
2.1.16 MW AI R appearance uniformity inspection
T2 R 55 BG4 1 0 R Sk 24 A0 S
2.1.17 B ELSENE content determination per actua-
tion
EE/IENBRBH TS EHE,
2.1.18 15 5 3 R spray velocity determination
MR € BF AT R NG 258,
2.1.19 HWmiE ¢ content determination per spray
T R B 55 R SR BE AT BT A £ 2 B
2.1.20 FEECRD A 2 fog drops (particle) distributing de-
termination
e 25 s J1 2 55 ObD HAE/INTF — & KNI 254 8570 24
Y15 = LB



2.1.21 PHEXTER positive control

[ He A R T BT B okt AR . IR A A 1
Tl R A AT
2.1.22 ghAsmhFR A A melts variable time limit determina-
tion

Fo A 30 L T A 2 A ok ) A B0 E AR 1E T I L B Tl B
AR OL
2.1.23 BHEWNE dissolution test

W S 5 P 24 DA R ) | T 3 ) e R AR 4 R R TE B AR R
2.1.24 BEHENE release determination

0 5 2 4 DA 2 T 1 300 5 R o ) g s o ) o g W ) 4 7E A
SE S T B R AR
2.1.25 BN PRK A disintegration time determination

K 2 11 IR A A o) 00 7E L RE A R R AR SE IR 7 3% 2 i 1 T
i Al e e o 7R P BT ) BT
2.1.26 HEEERK®E weight variation test

) 5 0 5 TR R 3R o/ B S o R S P 1
AL 22 L R A ML |
2.1.27 S5EBEINE plaster content determination

) S AR Y B ) 5 O B U R b B R
2.1.28 [ifHvpEAG A heat tolerance test

TE B 10 Y5 15 06 L PN R AR B N B 0 A0 B T R T PR
BRFG 2 IHLE
2.1.29 WRIEHKAE form-giving test

TEH2 50 A Bz JOK T E 9 0% 0 858 o o G A 5 U SR 1Y
B SRR S HAE.
2.1.30 ZhFRpED & adhesion test
DA &G 7 SRR R B 0 B A 8 AR P A G R R O T

+ 4



JEK 3% T b B 1R B K /DN
2.1.31 #HALAEME softening point determination

W€ B M E R T 32 R AL B Y T A% O, AT 8] 33 [ Bk
BARFRM.
2.1.32 S E¥SHEKGRE content uniformity test

R 2 /NS B LB A T R L~ 1A T3R5 RE WA R 3R
WEREGHEIARENEE,

2.2 W W A&

2.2.1 BB spectrophotography

T 3o 0 2 I 0 O A A R A Ak B — R TR Y B B TROG B
SR OGIR B R T e A E B B T ik
2.2.2 BAMNA] WA E B ultraviolet-visible spectropho-
tography

A 2o 0 A A 4 T A R A0 DT L O IR K Y B Y Y TR O B R
W AT A E B AT T s
2.2.3 LIAMT I infrared spectrophotography

{1 I A 46 21 A0 i AN Bl OB 21 50 40 0606 B T, g D
SE W RAE 21 SIS Y B PN 1 R ' B P B AT E M AL E B
Py
2.2.4 BT EOGRE B: atomic absorption spectropho-
tography

MR G R AT & B 4 AF 3% 2 ok AR 3 7 AR I BT 28R
I B 25 P A I O 2 B A LT T IR 3 A D R A O 5 R D
55 0 R SR I B S P R TR 1
2.2.5 Mk fluorimetry

TR FH Bl 00 90 550 A 8 A DY S N 96 G R SO 0 LR AT 2 R
Briv ik



2.2.6 KIEBREEW: flame photometry

R4 B SO 0 R R A o Y R e 5 2 DL R
T ENA KA IE TR 58 KO 1 BB R il e R R T IR &
B TR AE D 1 5 38 A O A A T R A T S A 0 T R R AE R K
5 BE A] oK R R I OC R B E E
2.2.7 %Y chromatography

— PR FETR & 4 v v 20 43 A6 W R [ 1) 40 P i 3 LA AR AR 0 B Y
Fik. WIS EMEBARE ] 4635 2 ek e
VAR ETEE RSO ATEE S
2.2.8 Lok paper chromatography

DAAC R B, LLAR b B 35 7K 43 sl H At ) S5 oy [ %€ AH » FH & 1577
PEAT R IF I 4 L 43 .
2.2.9 HEfMEE thin layer chromatography

B AMAERSETEEZR L. 2BIF  R0JE A BH A%
55 38 A ok B A 4 [v] 12 B 4 1) €335 BV X B T 24 ot ) 48 530
s AR R A I
2.2.10 Mgy column chromatography

W 18 AHEE TS TAE N 8 T OARAE D i s Al il i B H
] By _E T R FF DA T Ak B 43 B ORI Ak k.
2.2.11 S BAHO L high performance liquid chroma-
tography

SR FH v e R K PR 1 WA B AR R AR I R A A,
Xof 3 i AT 4 B S T T i
2.2.12 S AHME gas chromatography

A ARSI (RS, WA R A w7 0 a3 B 1745
B R ) 35 7 s
2.2.13 HykE: electrophoresis

B AT I TR B SRR B P L TER S MEA T,
XF LA LR O 18] ¥ A OB 3 AT UK B, A A A B R AR

6



K, HEEMEN FRic R EBRXFEFTAELSEN
Tk
2.2.14 FBHEHRKE capillary electrophoresis

PABHPE A B B AN A4 Bl E , AR R H IR A o K sh Ay, 4K
8 L3R R 5 2H 43 1 T BE RN (B0 4 O AT O A 25 9 T SE B A& 4H 4 o
BB — R T %
2.2.15 - FHEH A 3% B molecular exclusion chromatogra-
phy

RRYE 17 WU 43 5% F R/ BEAT 43 B 1 — RO (1S SR
2.2.16 = 1foiky: ion chromatography

K F 0 0 AR 2R G 4 B I Ok U VR R A B S TR R 9 3
FEFET 43 800 i W 038 o B 5k
2.2.17 SFOHBREE: oxygen bomb combustion

Wi 4T 5 A 9 R U S T R R DL U 7R SR 0 R R AR
R B , IR PSP W B A R ORI OR BB LI 4 A T R
A E KRB G TR SR
2.2.18 R mass spectrography

A ML & W AR RSB T, PR AT LU 88 O g R I Y
IR
2.2.19 B g ¥R I nuclear magnetic resonance spec-
troscopy

— R TR R AR SN S Rl T S R Rk A E
2 KX A 5 A0 3 i & 7 AR SRR IR W A A ik
2.2.20 LT AMNTOCOGEE near-infrared spectrophotometry

S I S W SR TE T £ A0 63 X RRAE S 3 O R AL it B
R BOR A B X R AT A P L R AT AT — B OGS A
2.2.21 HigtiEs: Raman spectrometry

BFSE AL &9 0 1 WO BEUS T 7™ AR IO L 5 A SOt RE R 22

. 7 .



S546E6 Y RS AR SR E] R R B A T
2.2.22 R ELh B immunoblotting test,IBT

i b SDS-B TR M ik e B M F K 0k 0 13 o 5 R S M AR 4
B DR 5B PUA R RS & 8 B SN B, X it
2 i WYL R SR S TR AT
2.2.23 EnE s immuno-dot assay

DAL R & SR bR g & 5 Uk B S B AR PR A S
ghy, ot B cE RN B e, XA S 1 BT R b ek AT
RifE .
2.2.24 AN R double immunodiffusion

TE B BEBE AR |- 4% — & BE B AT 804 /NL, ZE R QB A FL Y
S MBS GO 25 BB BAH XS L, e B LB 2, ] —
I ) 5 TE SR Z BDE B2 52 3 Y DT 4 LA R AE A 1)
F e rE AT R A
2.2.25 GpyEH ks immunoelectrophoresis

oK A3 ot 30 o H YK B DX I A5 B AR S R I Y B A
PEAT BUIA] S PE 47 H80, 24 WO LG A8 45 36 I OB i ] D i IR DO TE , 5 DT
gl 55 O MIAR HEBT IR B A B B 0T IR B 47 B FUB R 2647 LR, B
A G A AR i B o RO R
2.2.26 JIKKIK A B peptide mapping assay

T o 2 Ak e W o 2R A S R A R 43 A O ik
U A T — R A I 58 R R A A
2.2.27 S0 FEEY S EMNE S molecular conjugate con-
tent determination

MM 2 FE58 Y AR T 855 W M 85 2010 A W) & vk
JER L UUTE I & R 5 A0 =0] DL o3 D60 B vk e B 5 = T B e A
THIN T
2.2.28  HSng A 2R A N s 1k determination of endotoxin
floe unit

.« 8
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3 2 B A

3.1 AREE®E

3.1.1 X#AR key person
St 25 & A T R G R A I Ak 2 RN B, A A Ak B3 3R
A EFEIA T A RREHATAREEZNASE,
3.1.2 ks A responsible person of the enterprise
GG ERENFESTA . 2 A E AL HFE B,
3.1.3 JiBEHRNITA drug quality manager
HAM KR 2w BT R E SRS AR .
3.1.4 JFEZNA drug qualified person
HAAM YR 3 B2 S BOTIR ST RN B
3.1.5 EEEH quality control,QC
JEUE R ARl T2 K L R T AR B R R B R s E R )
BT B2 0 e T IBORE FIURR I DA K i IR e 2 B AT AN R
BRI A% TAE

3.2 MBEF&A

3.2.1  IREE sampling

oF 4% 43 B 40 i S BB AR R AR AR
3.2.2 FHE retention sample

Ao i B E AR AF B T 25 & T RG89 R0 A R Rt
7 i
3.2.3 5K quarantine

JELRE A AR L aD T A R AR T A B R LT
B oy HoAth A7 %07 20K H bR B s X 4y, 7 SR VF T ROB A e bl

. ]O (]



TR AT AR S5 R AR AT o R A
3.2.4 Kk grant

PETE IR TR AL R AL T SO AR R B
FEAR MY AR I 1 — R B AE
3.2.5 AT release

Xt —HE Wk 5l AT R R R A Pttt o T Bk
Bl H Al 2 R A
3.2.6 KIGHY re-test period

TR AR BE R A7 — 5 LS Sk A LT i il &
1 > B AL B 28 1 T SRR I 1 H A
3.2.7 T Z R process instruction

O EE TR R T B T R RE B — A B — 2 SO, A 4 A
FERETT A 7 R A B SRR 25 B A SR, A S SR R  2  )
MBCR 2S5 T3 G 45 o) 420 7 2% =8 i
FHNE.
3.2.8 ZGEiaEM drug product stability

JROR 2 B L R R B JL B L2 A W A A 2 R Y
REJT .
3.2.9 BeEWiL® stability test

A5 B JFUREZ o ) 7 5 B ) ) 6 R R LB A s 4
1 9 R M) T TR B ) 2 A A B, D 25 B0 I 2 7 A AT B &
1 A S5 TR] 09 6 5 32 (LR 2 A 4 1 S 56
3.2.10 iR accelerate stability test

3 13 JI05E 25 ) 1 A S B AR AL L SR 25 B R L Sl
VOt LR B U AR E R ROR,
3.2.11 AN ERLE affect factor test

R PRI B9 — b, 76 B R 56 S B S R AT,
WRIRTT 25 Y 0 A AR e e, 7 A 2 ) G R o M 1 TR 22 R T
l‘“ﬁ@ﬁh%ﬁkﬁ@i‘t%dﬂfﬁ]%ﬂiﬁlL\ﬁﬂé\mﬁﬁ%ﬁ‘*ﬂﬁiiﬁk

. 11 .



7 o B O R AR AL AR R
3.2.12 Khidm long term stability test

R MR 06 9 — Rl , 76 32 T 25 49 (9 SE PR IE AR S A R 2R AT,
S8 25 W 10 AT 08 PR AR AR 3R
3.2.13 Hsrf e g follow-up stability test

ARG M ST BRI R, LRI 5 A AR
(g 5 P B, R 5 24 S R B AE AT R AR 2 T L A5 5 PR
T 1) 45 TEOK
3.2.14 RiFERETEIRR commitment stability test

25 5 G e RS B R E Ve AT B 8, R B iR T
LN B A AL
3.2.15 WWaFERE S initial sample retest

FE A [0 0 i SR ) 0 1 A T B A SR
3.2.16 HH K re-testing

MAR SRAT SO AR v R RE L DUR TR O 2 AT A Y
AL
3.2.17 HH B re-sampling

PR S I 0 A SR S S v AT R DA — it rh T O, ]
5 R BRI A TR .
3.2.18 K KE&E number of unit to be inspected

— YR W BT AR S /ML R A A R
3.2.19 K¥H quantity to be tested

— kR B BT A S R L R LA g Bk mL B
3.2.20 EHh potency

e S A ) B R RN

3.3 XH5HE

3.3.1 dHtids batch production record

FI T 0 SR 41t 24 2 7 oA 56 A AT AR Y BT A A A
.12 .



sk, B WA 5 e B A R DT 5 B
3.3.2 1F document

IR TR BRAE AR R i
3.3.3 HadEil in process control,IPC

AR W AT A A RARAE AR 7 P X S R A A DL
5 2 FE I HEAT U8 AR A RS A . AR X B 85 i R A 4 AR
a4 B — R Oy . AR AR .
3.3.4 EpRE alarm limit

RO RS B0 I IE W TR H Rk 3 2 4 BR B2 i, 7T
RE T SR B2 E 45 Tt 1 B RE bR o
3.3.5 IR FRE correction limit

RGN RS HOE N TR 2 bR, R E ST AR R I
T it 1) BIR B AR
3.3.6 KIS HE MR out of specification, O0OS

Ko 30 45 5L 0 8 A E B A M 1 A fE B BT AR R, T RR
HAT
3.3.7 HHBEH our of trend,OOT

iR BIERBAREZ W RIR LB R, 5K i 82 3]
P H SR A -8, tixlEaH,
3.3.8 SEEE abnormal data, AD

B v SR R B LA AR 0 B SOk B S R 0l BRI 808
. WL SRR ARATFHL N 2245 R G FHYEA A% FE i 2l
b T S T A I B B
3.3.9 #HEMH important document

JRR AR E . TR B RLAR R M A VR IE R
S5 DR A 1) S
3.3.10 s B raw data

T W W R E B) 25 3, o & xd I H L 2 sl 57 i 45 Bt
TEAL I 22 551

.13 -



3.4 FIASIEIE

3.4.1 [WXuk concurrent validation

SIEHE AP R AT B R i S SO S R UE TS 3l
3.4.2 T ZWiF process validation

RUE B T2 AR W E S 800 Bl N RE A U e H s 47, JF AR - i
A TR T br ffE A B B R B 25 S R IR TS 30 .
3.4.3 [k prospective validation

A 1 T 35 B 0 245l R A 7 BT AT Y SR IE .
3.4.4 [P 56 retrospective validation

AR 7 S A P AR 7 R S A ) AR R B PR X — B
TR T S B 7 it 2 T A T I
3.4.5 HIUE  re-validation

R R PR A A B AR AL AR B A T2/ R A W AR B, X A R
AP ol BB TGS B e T AT R B2 PR
3.4.6 IEYLKIE computer validation

FENL SRR BT R AL R G T R AR A R T AR R R, B
ICR MBS & BB Al I, R AL B2 AT B BB R E M S 3
3.4.7 &N reagent

F =R LA FE RN oA B ST B S AL e
PR BRI IRE X =R W 1 = o7 ) ) 7
3.4.8 FHELFH] reference reagent

VE R FEHED) 5, b e AR HETR R
3.4.9 ILFahid ] guarantee reagent, GR

TR AR AR L IS TR A A AR
A5 1 AT R A B E ) B LA
3.4.10 ¥4 ] analytical reagent, AR

FER & B E A ERE, T A AR, & M T Tk 4y

.« 14 -



B S Al 2 52 56 i IR
3.4.11 fbzaiikm) chemically pure,CP

FEEDEEE AERE, FHETHER, EH %L
G B A )
3.4.12 bRiES/ XS standard substance

ATEN A SENENREDR. MELERSEHE
S, B TR (oKD #E AT E
3.4.13 Z# 5 reference substance

HA — Rl 2 Fh 8 2 5) FAR A7 s 0 58 T 000 e kL I DA o
5 2 B VS B VA B AA R R L 1 — b ke B R
3.4.14 A KU S analytical instrument type A

AR RE, 08 % DT EAHE, B0 B B R AR HE AT L
YR8 P/ SR 2 AR
3.4.15 B Hri 2% analytical instrument type B

HA MG, BRI B S80HE B, i P a Rk —
FBe 55 1L 107 B 19 ) B A o A 5 10 PR E K I A 20 AT AL 2%
3.4.16 C EHril#% analytical instrument type C

W R A (SRS BB R L R R s ) D P 5 )
TIREER RAE S HER L RS B R S5 PR A 15 R i A A B8
3.4.17 MEREMNR performance testing

ARIE P B K, B h — N AN DR L B A8 s 2 i
BRI K,
3.4.18 [ £S5 firmware

LR A — R N BT REMESRE A A
o B G 58 A
3.4.19 H#IA re-qualification

W E NS T SR M B RN
3.4.20 EWIHFHIIA periodic re-qualification

UE BHASCAS 75 H R 6 T 2 ey, A 38 A B sl 05 2R B i A8 4k O

. 15 .



%j?‘)ﬁgﬂ’])/ﬁﬁﬁ’ 4L 28 1) B A 66, A AR 43 BT 0t 1 ] R A
118 8 BRI
3.4.21 THBFtE4Ed preventive maintenance

Fie B 8 O FETF 5 78 010 S 86 1 46 AN A% 1 TR AR E A T R A L3
VA H i, AR AN B8 B AT B AT SR R AT RE R BRI AR K
W R RE
3.4.22 dEitRpE4E P unscheduled maintenance

IS8 A ] 3t A TP 2 A R L RO HEAS A A B R S0 L AT O
5, A A B A O, A 2R Zh AR AR P AR
3.4.23 AT analytical method

Ay 5 R S 3T L T 1A S R N i 7 3 TR AN A 52 R o
Bk g 19 B — 2D R
3.4.24 HEEOE method verification

R 4 K 36 100 H (oK, 5 1 — 5 i Kk V\]ﬁ*ﬂ%iﬂfﬁ‘/ﬁ?

R, IR A B A B A S 0 o B Ik B R A B 2 A O TR OE A

Ko % 00 H K
3.4.25 Ui accuracy

I i g S HE S S S g, —BUH
AR SRR
3.4.26 Ki#)E precision

FE R IR S5 A 1 5 TR — 3 A4t 28 22 YRIBURE I & Jiir 7%
SERZ R . M R 2% PR U O 22 B AR Il 22 20K
3.4.27 ELJEt specificity

A HoAth J8 53 0T BEAEAE 1 2548 T 5 2R B9 J7 12 i GF 0 DU 52 ) B
Ty 1 R
3.4.28  Kiimpe limit of detection,.LOD/DL

FE by v 1 000 47 6 %l A 0 14 T S 1K
3.4.29 R limit of quantitation, LOQ/QL

L RE 1 45 D0 0 i 8 B e T TR e ARG G 25 R
. 16 -



A —E B HETE BRI W
3.4.30 FHiE#HIA method validation

WEB 2 A AR S I A T S
3.4.31 FHEHE method transfer

Wt B T MR WA LR E K E ot RS
LG R, Mo th TR EEZ T LREZHF TG
1
3.4.32 sriritiR analytical error

XA 00 45 2R 5 S B 1 I 2 1 DR DR R SR R R AR R AR IR
3.4.33 A& product error

T PR T 285 SR 5 T 1 A 2 1 i DR 7 o A B ) o A R
g1 o R B E .
3.4.34 HEMEER sampling error

T RAGE T 35 SR 5 S B 4R P A 25 10 D TR PR A v AR i AR P Y
iR,
3.4.35 KH4EEIR unknown error

X ARG U 45 R 5 5 o L 1 O 2 B9 JE ERLAS BE 88 e LR 3 A 4
R 7 0] BB AR IR, TR R AR, AT

3.5 FLERK

3.5.1 [ %4k class 1 pure water
HAFEGTHEBEBCRWEFRAEIEEY, & T 5™
W2 Mok, 35 B A A a3 (HPLO) . B Il Rk E—2
Kb BT A, HCANAE B W A i R I AR, &0, 2umfLis
M e RS L R R A, B KB AT R EW., X
(25C)<<0.01mS/m,
3.5.2 NI &4k class 2 pure water
EFHMOLHY ALY SRESEYE & &S TREN D
B0, a3 IR TR IS (AAS) FIUR & M4 . AT 2K
. 17 o



AR BITXBSAREEREZEBMEHR. BFREC)<
0.10mS/m,
3.5.3 [ #k4iK class 3 pure water

18 H T RS2 1 = IR A 2 S0 08 RO il & . W il R
W E TSR B ER R, — T FHE 00 T/E, e
(25C)<0.5mS/m,
3.5.4 HWi5 e biological pollution membrane

BEAMZEMUEN—EHAED . HEHEFHET RS
EEE R,
3.5.5 HifH%E resistivity

7N 25 iy o vl BEL R P 1 ) B, B K R R AR AR 2 —
PWOIK 2 EE LA Q » m KR,
3.5.6 HHey%x electric conductivity

WL BH R (B B, ROK S AR 22— LA S/m FoR
3.5.7 HWLBN eletrodialysis, EDI

IV 5~ S A R B P Ol B I R A LR L 3 K B
BRZ2 B 1,
3.5.8 ®BiE reverse osmosis, RO

IKAEH 7R 3l 2 38 B B IR A ML L B T R T 2 T
B E RS b U Y L R
3.5.9 fjk filtration

VAR I A 22 FL W IO I 25 B % I ) — b i 5 R
3.5.10 #Hjk ultrafiltration

7K o A AR /N LA B e B 0 A T et D A Y e R
3.5.11 i water hardness

RN IR A K 5 £ 5 B AR 5 B (K IR 4545 .
3.5.12 pRjF turbidity

J BRI TR TR T ke AR B ) — T B IR 4 A, D I B
1o 7K AR I 48 R AR B2 S5 D R Ol A

L] ]8 L]



3.5.13 ¥+ ion

PR LA /NI A T F A B0 HRL A 1 A SR A AR ORE .
3.5.14 ¥ plasticizer

— 0] LARG 98 R i 2 AV e B8 M A 2E M I

3.6 WHEWEE

3.6.1 KH sterilization

IR LR A B TR,
3.6.2 i disinfection

AR B AL RE A B R R A, R B e E AL
JOPLIN

3.6.3 FHH fungicide, bactericide
— B a] R HE 40 T AL e s SR
3.6.4 JHEN disinfectant

HA 8 E sl 55 .
3.6.5 WHIEN detergent

FHF 5 B Uit F T 2% 3% 11 71T 658 5% R0 3 #5 0) %01 I RS AR IR )
ZIER BRI
3.6.6 {pINCKA moist heat sterilization

¥ BT OK B AE N R s AR RN 28R o BROK B 55 T
BMAED T EAR KR AESHENT R XKMAEY R
iR
3.6.7 FTIKF dry heat sterilization

B ih BT T HACKE M R KR 2R S A L AU TR
I B 2% KA A ) ST B B EE A R O 1
3.6.8 HEITKAH radiation sterilization

KRKEY M ETE RS IREFN vy LB EERE T
IR A& AR T A BT B A O TS B R K AR Y
i

K

. 19 .



3.6.9 SMAKH gas sterilization
FHAL A8 8 8 B SR R KA W 7 ik, & Ak 2 0H
BRARE O AESTEAE Bl REE, EHTESRKYR

E ) i KA
3.6.10 HEENRH disinfector sterilization

i FIH 3 R R KA R vk . 18 T T v 2 5 T L B T L3R
2 R FE YR B I B

3.6.11 4B RE UV sterilization

Xf T HE T v X P AR R T T AR R T
3.6.12 TIEREH filtration sterilization

48 R A BB ok 1 uE AR RN FLAR B S B B R SRRSO
R A T o B T RGO 24 T W B R BRI
3.6.13 vk cleaning

He A B A0 0 BR PRAR B A S DA RLUE M % 2K E LA R
3.6.14 FEIEUE cleaning in place

F G0 8 A TR DR & 5 A B AU T B 3 A 4 T 5 Uk
3.6.15 e KHF sterilization in place

B0 BB A5 AR I A AT AT gl S 4 KA
3.6.16 j5HE cleaning tools

2y RS I T TR R T RN T LSRR,
3.6.17 ILH sterile

BA R A WA
3.6.18 TCHZA M sterile pharmaceutical product

VA RE 2 a b E T 9 A G TR R 2 1 o R0 AN R 24
3.6.19 JETLHZ non-sterile pharmaceutical product

125 € 2 b HE R 9 A TG TR A A 1 o R A ROREZY
3.6.20 TG ARUE K sterility assurance level,SAL

By ity K e H T 35 A W AR T AR

0200



3.6.21 LHEHAE~ZOLKX sterile processing core area

Fo A 7 T2 e, 2 & A0 5 2 B o R R A R 2
BT 5T T B RERIR 3 1 X
3.6.22 AW RH biological indicator, Bl

— R RR B TE VAR W S X K LA — R i
3 B et & BN E K EBCh W AE SR, T TRAKE RS
(P BE L K B AR P B B0 I | A 7 AR K R AUR B M
3.6.23 HWHl S biological products

LAASA 0 . 40 L 3 A U6 2 R R S5 O SRR, N T AR B
F ARSI B AR HR L BT NS IR 1 BT I8 T RS BT
il
3.6.24 [ Wl 5 blood products

Hfg e A I 3% B2 R e NI K, 4800 B9 L P i ol pl F A
DNA 5 A ] A M1 3% 2 4 DA S i 4 A T8 o
3.6.25 BESETH combined vaccines

5 ol A R LA 5 DO 4 R A BB B R B A 2 R R
B JE P R .
3.6.26 XHr¥EEH divalent vaccines

F 6 A ) — A (E A [ 580 GO B0 A 5 A B 35 A XU B0 22
W BRI 1 — Rl A
3.6.27 ZW¥ET  polyvalent vaccines

AN A TR — i B [R) 78 ) B R4 4 R B 5 A LA
8, 4 4y L IR 43 1 — Rl 1
3.6.28 FRUEEMK type culture strain

T el R BIL D AR A Y R L N 2 RS E R e B AT
it RS B R SR A A K S, AT A AR HEGE A R
3.6.29 T AEHEH job strain

Fh AT T 25 T R SR 4% T 15 T S 1 BRI PR AR AR B ™
e, AR AT AR R AR

.91 .



3.6.30 JREKE attenuated strains

— PO RS RE T T EE B E 055 R L T 2K A T B B
3.6.31 Jiyrty original vaccine

8 7 BN B AR A% 5 22 PR AF 53 3E W 22 4 30 A B 93 B
PR BT .
3.6.32 JRIGFrTHL primary seed lot

— RE BRI O30 W SR IR L DT SRR W o e, O 2 IR SY
Uk B CHL 22 4 VR P A 8 D L A7 1) 0 7 B o TR R L B T o 4% D
Ve )T O g DR A BT
3.6.33 F Tt master seed lot

— SRR R E RIS Rl 1L 5 Bk AR B TR &
P ¥ T v i (el A BT
3.6.34 T AERPFHiL working seed lot

15 [ 55 B 245 vite 0B 4 B0 DL o 0 05 0, N R T HE AL AR T
15 20 9 15 0 25 OAH A A B — B, S R AR AR PR
3.6.35 &K cell line

Fh AR AL AR 5 1 58— U % 37 L P A o] B BE % 35 1 4% 14 40
MR CIE IR 3 SR A i) .
3.3.36 4HjujE cell bank

A8 I 15 SR A0 M T DA A 5 i S 22 St A B 4 B 2R 4 5 S 4
283001 % U E AN RN T
3.6.37 JFURMME  primary cell bank,PCB

KRR T N Wy sl IR IR A, 285 5620 % 8 19— 8 B i 4
o XL MO 8 — 2 SUsAN MG, T 4% S A0
3.6.38 E4NEE master cell bank, MCB

Fh I 46 40 T 22 ) 240 S 1 25 T o P T o 4% T4 4 L
3.6.39 T {E4Hiu working cell bank, WCB

P AT BR AL A KT 9 3 40 28 1) 45 10 R 1, F P26 7= i 8 —
2 RS ST
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3.6.40 AMEEHE-F adventitious agents, extraneous agents

FEFE TR . 40 M 3 o K (B0 A 7= i o B DA T 8
A TS Y R L H A SRR RSN R
3.6.41 BRI single harvest

FERR—R A e — NS A R Berh, I F — e R AR B A
PR RN T 2 BRIF — R 85 I FOR B — & B 7 S R
3.6.42 LA medium

b5 A 9 AR W 0 Bl A A R A e RN TG R R Rt
— I EARAKIAY SRR YL (EHEMEITE) U R gEE
EHKE,
3.6.43 #idH tachypleus amebocyte lysate

F 9 Y A 4 Y I VR R TR A4 Y A 0 o R B R A
VT P 7 2 R L A TR S O T R D L O [ AR D, RE A VA
PR i S P B AU A D R A A P RE R ORI (L, 3) B
RHE
3.6.44 NEE endotoxin

R AR L —FR 2R E O NIRGY . A4
FHT-HAREESBRENER. NERXRKEHA MBS
3.6.45 Sh#E  exotoxin

A0 T o W ) — R B MR R, B R W] B0 o PR — Bl
3.6.46 NEEEbRAEM endotoxin standard substance

2 N THREU R 6 IF 2 A P00 W i A e 9 B 3K AR 9 iR
NEEREMNSE N, —BRAXBRAGHNATEREINER
bt o
3.6.47 FpdE K EBE] standard sterilization time, F,

WK ) A SE PR K E R R A I ) 4 B AR HE R 121°C 5%
T W KR 1A
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4 WHHPR G K

4.1 F H B R

4.1.1 Ff enzyme
AL R 1 25 OV B 2B 11 R O RNA B H B &R 84 Y 1k
7R B8 38 1 IR B ) 155 Ak B N DR 2 R S B 5 RS AR I R # S £
Mo HRZHEMILEARTTRE AR,
4.1.2 #kr target
RN BA 250 Re I RE B 25 U 1E B A T R4 T
4.1.3 ZiK receptor
MR RN B R R A AE TR S TR S 2 84, B
17 5 | A2 AR ) 2 R0 ) AR R B B
4.1.4 HrF@EHE ion channel
£ Tl O B 125 B4 303 i ) s
4.1.5 Jg A0 57) enzyme inhibitor
— KA LSS5 B I PRSI LS I 2 7
4.1.6 FRHEEH gene recombination
s R DR 00 A R B M R 9 K A TE A K
NAMAERIFE DAL FEMAFEI DNA EH AW
uly
4.1.7 %%E]fjj%*ﬁﬂ transgenic animal model
FEEFTR D, RN T MR ERN RS RS S
PRAG A HE B 0K R T ST I S RPN CR IR I sh g A
4.1.8 Fik expression
WL Fe SR BPE, N DNA 2 F 465 B8 1515 577 4 RNA FI

HHER SR,
o« 24



4.1.9 K receptor agonist

X ARA BRI RN FE TRV BEE A R RN R E R A
BN 25 . AR SE M),
4.1.10 SZIEFEHLH) receptor inhibitor

52 A BGR M EM T RN ETE Y.
4.1.11 §Fgk screening

BB T Rr 5 SR B IE X4 10 05 3k, % AT BEAE R 25 4 8 i
FRUEAT A W0 T 2 HAE F DA R 25 RO I VA S AR
4.1.12 &£S4E4Y lead compound

T AL 25 R AR A Ty 1 B S Ak A 4 P A5 B i B SRR AR i
VB2 BTG R BT AL B 0, T 0k — 45 0 55 g ol B
4.1.13 &z drug candidate

Zead — e YA VR ) IS T4k & W b S B S 1Y L S5
17 R G K AT (H 38 K 3E A WG R B ST I TE ML & 4

4.2 KA HF %k

4.2.1 IWKETHFIY preclinical study

e R L 25 ) J5 AT 0 S0 50 = B ST RIS ) S2 36, LA R 22 3% 1
TE 2SI ET X AR BRI I A P P [ e G HE AT M Ak i B L 25 R
2yl AR JEL O AT ATE R e PR S BT
4.2.2 WEAR$EHZEH investigational new drug applica-
tion, IND

TE M R AT A58 52 U 28 AR TE — 0 0 & o 24 oh i L B S
A RETF IR #AT 259 1 ARG .
4.2.3 IfHKRFR clinical study

MRARELFEHTHRKEZ LA THM TR EZREY
EUEAT 2 AT SRR IR 8 i B A R R, JK
MHEER
4.2.4 AR L phase [ clinical trial

. 95 .



W13 10 W DR 24 32 Je AR 22 P PR RS . WREE AR T3
210 it 3% AR B 2GR 1 2, Rl B 4 2 7 REBBLIKE .
4.2.5 R R L phase [I clinical trial

AT VE R M B B, H B M EYE TN 2 Y3 HARE N
SE BB IR YT VE P A 22 bk, AL O = i R B I 5T B A
W PR T R R AVEYE . LB BB B AT LUK HE B AA
B SE BB, R 2RI R REALE X IR R i .
4.2.6 =ik KA % phase [l clinical trial

RITAE FIRRIERY BE . L H W — 2 RUE W)Xt B ARiE NAE
B BRI R At VRN R 38 5 XU R R IR N 2 W E M
H3 A SR AL S KSR . IR — RN N B BB A B R
PLE Baxt B
4.2.7 DK KRR phase IV clinical trial

Pz i E R AR B, HEMREERE ZERHEET
() 25 49 (07 SRR B R JRE » R 7 35 38 8 R R N B P 8 A A
HWEHNE XA LR BATN RS,
4.2.8 FHHIE new drug application, NDA

KR b T A B R 2 TRV RO
4.2.9 PRI bioequivalence test

FE A= 0 ) D BE 0 9 B O 1 AR 8D 1 2 S O Fe b 5 HE 8T
— Fi 24 ¥y M ) B3 AN T) 70 2R ) o R0 AE AH TR SR 4 R, TR
J 4 R SR B R B A LA i 2R 2 R AR
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S STR B ERE

5.1 — & R iE

5.1.1 HBl#LG a5 scientific experimental building

HATAERZHRALE THEOER., —REESREE.
FHEYH B A LB B
5.1.2 SBI(FDZE  airlock

ERFE (KO MO,k T B 3 S s 48 % S0 45 8 R 2 T
BB,
5.1.3 LA (%) pass box

TERR S b B B A R RE R B RS BT T IR AE . T
P 5 IX 22 0] s v IX 5 A 3 v IX 22 ) A R 5 W0 05 v 5 4 1Y
A3 TR A T A8 AL,
5.1.4 EMXE face velocity

18 5 E XA 4 T /\ﬁﬂ’fﬁﬂﬁ U H B
S.1.5 [FEEARHE positive pressure airlock

H 5 KT AH 8 X B A Bl =
5.1.6 fEREZE negative pressure airlock

FE T3/ FHH 48 X A S 8 2%
5.1.7 R air pattern

FNENMANE SR RE .
5.1.8 B unidirectional airflow

R — 7 1 R OPAT AR T H AR bR — B S
5.1.9 dEsm5 non-unidirectional airflow

FUANFE & B8 ) 38 SRR
5.1.10 RBE&% mixed airflow

. 27 .



PR ] 3 I B I A A R
5.1.11 H%UKE)EE room recovery period

TR TS T L Ak 2 VA R R TR BLE M O BRI T T
1R AT, T KR T A O A T R B ] BLmin ROR
5.1.12 RBEEMRAERERA restricted access barrier
system, RABS

B A A L T R TR AR ST RS 8T
SR R P 5 7 0 B R A, O 4RI 5 A0 R R A BRAE 3R
1, T R 72 S AR AT R PR
5.1.13 FRXREFEERS opened restricted access barrier sys-
tem,o0-RABS

[ XU e ) i B 5 B 1 B R 0 I R B R R
5.1.14 HRXBEFERS closed restricted access barrier sys-
tem, c-RABS

(6] R 3o 24 T I T R T ) B R o o) fk I
A4,
5.1.15 [RE# isolator

Bt % B 2% (1SO5 St B T 15 1 v B Gl 2 AL 3 L O i
(i FON RS I 4 AN SR B e 2 PR B R B R AL
5.1.16 #H®IA/ES clean bench

B 8 (oL 5 B 40 23 B BT 7 TR I AR
5.1.17 FEF glove box

CAHARE AR T EN RS, THBEERTEARHN
AR R S5 Y0R /R B R
5.1.18 #HEE building density,building coverage ratio

A S 2 o M T AR S M 1 B R T AR OR
5.1.19 214k red line

& Fh M R
5.1.20 bz boundary line of land, property line

. 98 .



%% SRR . 3 FE A bR R R
5.1.21 %%k green line

ST 45 28 o I s o R S T A% S A T TR 2 T 0
TR A 2 31 26 Y, 0 4 2 Bl 43 b L AR 7 4 L B B 4 L TR 45
5%
5.1.22 & greening rate

FH AT B Al o s T B ) X M T AR L

,,, 3 .

5.1.23 bpE elevation

RN I — T A T 5 o T OB 8 19 5D B 1
B, R [l 3 0 K
5.1.24 45tk 5 absolute elevation

LA 5% ol X 555 — R A8 1) B o 1 B A T AR
5.1.25 TR industrial building

AN FE & LA BN EAY I AY .

5.1.26 RAHH#K civil building

PENATREAE AT A0 3638 20 i s LR AR, AL 35 B R B S A0
YD S5
5.1.27 # skirt building

5 2 UM S RS 24m (B EE 4
5.1.28 ZE] B (LFE) multi-storied industrial building
(warehouse)

WJEKRMZ L E, B R E AR 24m B 5 (G ),
5.1.29 HET B (6 FE) high-rise industrial building
(warehouse)

WEKMIZEL L, BB L 24m 1) B (G5,
5.1.30 HHEH piping well

FFa47 4% 28 T2 M2 FH TR B0 7 1 8 1
5.1.31 &8 EJEE piping corridor

M FlAT &K TN TR B ROK S B2,

. 29 .



5.1.32 BHEBEARZ pipe mezzanine

AT &K T A MA R TARREKEEERZ M.
5.1.33 & as built

VML B R, BT A B ) B E R s AT AR AR R B MR
NI
5.1.34 #HA& at rest

P L B A, A PR A B %, R 3l 3 AR R R B R RS
A7 HIAT AN,
5.1.35 #HA in operational

P DAL R A B AT A IUE N BLTES TR T2 RPRAS
I,
5.1.36 L EREEE comprehensive performance judg-
ment

SO % TR SR Y 5 AT LR EFLR BN
TR ARAEARIAT LR R FIPEE
5.1.37 ZENIITESE indoor and outdoor design condi-
tions

WA R TR AN E A S RS EAER
HE S B SR 5 R E S S B SR.
5.1.38 {iLug heating

128 AR AS SR R 3 — E IR BE , A3k 538 B AR T AR B
TAESM B AR RER
5.1.39 4EdfitgE - central heating;concentrated heating

PR BT 44 B U, P TR o O ) A% B (] B A A
YA R W AR Oy .
5.1.40 FE#EX positive pressure ventilation

P B TE AR R S I X I PN 1 5 A (R ), DAPLGE R 42 3%
S BN (AP EARBEES A EENESEREN
IR — & MIETE, B ik EAMBIE R SR BRA . BT HRER

¢ 30 o
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6z DX S8R Y 7 ) (i 45D T8 R FE 48 e T B 3R 85
5.1.41 JEERHEX local exhaust ventilation, LEV
EBEAEY RN R SR BN ERET YR
HE == 5038 K7 L
5.1.42 #HSK W% air changes, ventilating rate
LA I W) P 5 Y A S e B, BDGE KR S T 2 LAY
HoAE .
5.1.43 X & air balance
8 1 TR R IBORE L 15 e 5 8 A 1) f R R I AR B T B
W,
5.1.44 ZFER penetration rate;slip rate
TE ] — I ] 1 5 2 3 ok U 28 B Ik 2 2% 1 R F B B S E AR
THREZL, HNOER,
5.1.45 EXNE=HKBAYERES constant air volume (CAV)
alr conditioning system
RIFENEEE , EREE NS HEHEASE SRS
RS,
5.1.46 ZTRE=KFEATERS variable air volume (VAV)
air conditioning system
RIFIE NIRRT E , B RN B R E NS SR
WTERS,
5.1.47 =K &4 all-air system
25 Y B 8] A PR B a7 45 Hhy 4 v B A A B 5 o XU i 2
AL PR A FI D 2 SO R 4.

H‘}
A

H\}
A

\

H

5.1.48 [HEMHEEZRSZ constant temperature and humidity
system

XF NS R TR B SR U BN VE B X A R R i A R
A5,

5.1.49 K HEAHAH air distribution;space air diffusion



38 N 2SS TR BT 25 R0 0 A BEAT A A 4L, DA A S R
A L 2 A TR B L TR I VT DA B T IR A U T R
5.1.50 =55 E air cleanliness

DA 8 o7 AR 233 5 v R AR L T A AR 0 1 B0 X B TR
FEIE

5.1.51 &bk particle concentration
AR S PRI THWKIE.
5.1.52 SHUE microorganisms concentration

PR R A YT BB .
5.1.53 BEFh T airborne particles

T2 A0 A R s P B TERL T RCF e B #£0. Spm~
Sm 10 AT T

5.2 AEYREXEE

5.2.1 —Zf5kE primary barrier
PR B A B R M G 2 A I PR B AR — R BR A
5.2.2 %R secondary barrier
H 2 4 SE I 2 RN SRR B W B S, AR bR
5.2.3 HEYLEERE biosafety laboratory
S 3 B AP B A A B A, 1k B0 AR R A ORI VAR D) S R
FMEY LR R, U ELRE LB
5.2.4 FEHE main room
HE W e A S I 5 T TS e XU oo R I s T L A0 95 SE B R AR 1] L B
) ) 3% 18] . 30 0 A 5 ) 4, R A0 AR TR]
5.2.5 SEKERFIIX laboratory containment area
S 3 ) B A X, 2 X3 AR XL A X K, e R S
() - T R 3 L AP 45 A B B T M RO A RN BN AR B 3 R
PEAT 1 B X
5.2.6 SLKFEHITAFEKX laboratory non-lamination area
. 39 .



PR ) XU AR X /N X S, th 4 A ) B e SE B = P B B X LA
S X B
5.2.7 oh¥IRREIE& animal isolated equipment

B )5 SR A B Bl T R R S B SRR
5.2.8 SLEGEAYLLEP biosafety protection for labora-
tories

S TAEAN AL M L 5 R & A SR E Y RS
Rt W 7RSI BT AN B A 7 A A
R TAERBRERF MBS T ERBESEE RELEET
ENRAARZ LRI R Y, R E B SRR 5,
5.2.9 AW GEITEM, hazard assessment for microbes

Xt SE UG I A ) L R R RE 46 N BBR B R 1 1 T EAT Y
Al
5.2.10 KHBERK aerosol

&IF TR EH MR — A 0. 001um~1000um ff [#
TR BAR T NRLF B R IS B S BUA &
5.2.11 Ay HT biological agents
5.2.12 A=Y &4iE biological safety cabinet, BSC

AP0 S 30 Rt v 28 B W B4, T A SOk 2
oot R b P AR A F RS O B MR N 6
5.2.13 YmHlikE physical containment device

F 40 B BHLA 7 12 B 1k B0 Al % R AT
5.2.14 S SKotEs high efficiency particulate air filter

FERUERE T, SRR K F % F 0. 3pem ki T (4 4 R
99. 97 % LA EJF HA WML /I 7€ 254Pa LA RIS K g BB 4% .
5.2.15 AHX R relative pressure

PO WAL B NG W S e [ I

5.2.16 ILHPREZE sterile isolator
. 33 o



AN AR TS Y B BT, R Z AR A G = G Y
R, RE e 2N R MR R E
5.2.17 Y4 biological reactor

FF T A 0 2 7t R 1 B 4 R RR . AL B S L A (Ol v I D [
SN 20 [ S 40 S L 8% 45 Fh A0 K B 3R 4 L R BERE AN B S TN
BRI . TP A A e R ek gy S T, AT A N A
1R 1A% .
5.2.18 A &) airtight door

3 P 1T B — b, S B — AR B TR T THE SR LR E
B, 76 2 B B A5 O R A AR

5.3 LEHWE

5.3.1 SCEhY laboratory animal

2 N THER , xob H 4 e 4 A 2 Ak oS AT e 1 R
Mok R VRIS A, TR B I B TR R DA SO At B S 5
Lsdop=ik7/ R
5.3.2 @R conventional environment

FEAr B FE AR B A BR L, BN LR LS A, AR
SE AL Y TR T, (ELRE s o BF AR Sh P W E A 35 AT T AR A Sk Ak
5.3.3 REHIE barrier environment

Pr4 3 e AT BRGNS e L T
B4R &0 1 SR sh R/ a0 R s e AR R S R B
5.3.4 [BE¥HiE isolation environment

K FH TG T B B 2 B DU R B IR S s T A ke 75 e W Y
578 B 5 I X W= I WU dach o R NN S o L S e K
5.3.5 SCEGEYSEIG i experiment facility for laboratory
animal

DABFSE R B0 A W 2 BOR S5 AR R R E SR
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A H B AT SE 5 3h 1R 56 A SR R R A Y AR
5.3.6 LI EYA IR breeding facility for laboratory

animal
TS50 3 W) A4 7= W) B SR ) AN 5 45 1 SRR
5.3.7 @SR conventional environment facility

6 BT 2R T 5L s A 7 s S Wy S i S
A B SR
5.3.8 R IRM barrier environment facility

FEG PR BRI S EOR T 3050 sh 4 A 7= sl sh 1 S2 36 i B )
A 1) SR
5.3.9 Jh~yad XUE R individually ventilated cage,IVC

— BRG] 3% & o BB LB s R SR B A S R AT
U8 e AR BRS 23 056 A 25 Ik 37 R SR A, AR R R B R FE— 2 R T A
TR, AR S A B 1S e sh Y sl sh s e B8 . i &M T4
IR T O e IR R R G sh )
5.3.10 Zh¥YPR 4% isolator

RSP M Rk LGB - G R AP U GUR/IE 1
JEIEA Wbl 85 O AL PR S J7 B8 2F H AR 3R 25 18] L 120K A BR BB AR IE
Y SN A BE RS, LREH R S I T AR E . AT
T 3% o R AR R A A SR 3 )
5.3.11 #fpIX clean zone

S BB S ARETRRL T CRLEE A Wk ) MR A2 I R
SEAS ] PR T A FH N 8 20 S ) S SN L A RN R T
5.3.12 ZiRZ laminar flow cabinet

— M FESI R Z B R s L E Ry X
Tl SR IABE R T — S Hs g R0 3G o B kE S A 55 Y sh ) sk s i v Y
WEE . i s T T R G T L O R R AR sh )
5.3.13 EHIERNL cage washer

— R LA DR A, LA AL B R . R & TR BE A
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RS R iR E RIS, FEH T E T ER KD
B 1 37 00 R0 At 2 A A B T TR 9
5.3.14 EEEHY conventional (CV) animal

S 45 T B0 1 A B8k RO 5 SR 30 400 B A% R i ) DA
Y.
5.3.15 FHiishyy clean (CL) animal

6 3 3 30 49 17 HE S 59 99 SO, AS 485 3 X 3l ) i T ORORI X s =
W5 TP K 9 AR B9 3 9 .
5.3.16 T EWRBEAENY specific pathogen free (SPF) an-
imal

6 Y ¥ 30 W IO HEBR (4 9% DR AT S5 Y 32 B0 A B e B AR R B
55 AR 2 S T K R IR AR I B )
5.3.17 %%ijj% germ free (GF) animal

To K AR U Y 5 W AR 38

5.4 FHBMSEXEE

5.4.1 JFBIsLEG = open laboratory

H— Al EEREHNB S YRR, LREN
WHEMRE Rk TR FEAMBRESRS, EALREIERY
1B 4T T T B A o i B i
5.4.2 FFCBICE T AE open radiation work

FFEE B TE I EFER TS LEFBETETH
"] 685 |8 TAE S B #0 8 B A B 15 e i TAE .
5.4.3 JFFRBILEE X open laboratory area

R EE TG e, TR R SE I = N 4 LA X, AS [ X
Wit ZER A,
5.4.4 QX (—KX) white zone

ST 2 AN SO T AR B X, — BT S X K TS
HEgR, AFEHAAZE.SWERLEE R TN BR7LR
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=%,
5.4.5 ZIX(ZKX) green zone
SCI 3 NS R A O M TR AR X, 3R AT R
Bige HRE B A HAER. BERE REKI/EH. . FEAN
Ve b7 B B AE A B EH R B ]
5.4.6 X (=ZKX) orange zone
LEENTAEARAZFIEEWXE, R EH#HTT LG KB
MBS TAENAH#F A, ZEXFEEFBITIHH BTG5, 15 %
—MRAEVEBR . BLHERE R T/EM . FERA KB X a5
YA AN 75 ) 25
5.4.7 ZIX(JYX) red zone
S5 2 PN RO P ) BT TE Y DX 38, BRAE e AR BRI AR SR, S RS
RoE, WERAE R IER.FEFAVANTRBERES.

5.5 ##R.%£ 3K (HSE)

5.5.1 DA health standard

NS B R AR R AN A ¢ AR BUR AR AR AR B 7
Tl By & 2 0 il AR B 2 BIE 5 45 S B 1 R, o 9 B A A ft R R R
7 T AR 55 3 300 € 10 & TRB AR BLAE
5.5.2 T AEHFT workplace

55 2 B ATV TE B, 3 b N A B R B 45 o i BT A
TAEH A .
5.5.3 T /E# & work site

57 s & N FBO IE s s 174 7 B B & % 80 NE B X
A BAE M #b A5
5.5.4 HBUIMHAERZE occupational hazards

TE B 16 3l v ™= AR A (BO AL i) BE X O A BE R &2
FEML i 07 1 B B2 (9 [ R sl 55, 4k W B W 5%
HE. RBLLEAEERE.
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5.5.5 ERNV#EmRERAE occupational exposure limits, OELs

55 sh 5 AR BO 5 sl 72 v A< 3 B 52 43 flk o Xof 466 0K 20 B4 foh 2
AR T A FAEH S EMACE, 2R A F R RN
fle IR 7] B AEL
5.5.6 MEBELZEEIA material safety data sheet, MSDS

PRI R ER R T EF W EEENER
HR .
5.5.7 MEPP R personal protective equipment, PPE

B 1k N 51432 3 A ) Ak 2k sl 3 S fa B R 40
) 2 A4 F ] o
5.5.8 ABRIEIK non-combustible component

FHAS R I8 A8 AL ABURE B S SR A4 44
5.5.9 #MEBREE(K hard-combustible component

FHXERR BEAF 0T FE) 8 SR A 14 550 R e b B 038 T A 4
B b RHMBOR 7 2 i dt SR 4
5.5.10 P44 IR hang wall

PR AR B 0 A BB F 5 /N 500mm ) 81 55
By 45 R A T
5.5.11 Bk X fire compartment

e 53 SN BB 2R I B K58 A — T K A B 1) 6 Al B Al B B
43 B it 0 B T S 5 BB TR — & B JE] PN B L kR 1) TRl — B SR  HEA&
T3 & JE I R B A ]
5.5.12 B kJallE fire separation distance

B 1k A5 K SR AE — B 8] P 5 R AR 48t 35T, LA T T B $h %
Y 1) B R 2
5.5.13 Pt X smoke bay

FEE N E N BRI B P90 T B8 9 R 43 B9, IF T kR
I & AR PRI AR S 8 2s 1]
5.5.14 4PN safety exit
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AN Z LGB AR AR A D EEE W
Sh A XM O,
5.5.15 [H&EI]-=}- explosion proof airlock

BWEAER ()KL E X 538 X 38 2 (6] (%) o] 4 2BH 1A 18R 1E
f& B PR SRS B E
5.5.16 ®i &k kibHh s sparking site

A YK EH S #TESD R CEE. B GEDFELY
5.5.17 BH ‘kHb S visible flame location

R BN AL B R Ah , B N AN SR K IR B R Uk
T ) [ 7
5.5.18 [ IEAE KL E] smoke-proof staircase

TERERE YA VAL B By Ml 1T 2 55 500, LA B 1E K0 A RS A
FIBEAETH]
5.5.19 HHAIHEES ] enclosed staircase

TERE A 1) A E1 A58 B 40 B Bt LA B 1k 0 S A B
B 1a]
5.5.20 [ kAR RR fire resistance rating

TERRHE M KO E SR, A 1 LA B S5 4 A 32 31 K A
FHm R, 2K LA € P o8 B 1 al B B i ok B B E], A b
TR,
5.5.21 JKKKERSB system of water extinguishing

DAK R E R CRAY T i KK R G AL 45 T BT 25 7K F G2 FTH B
HK RS
5.5.22 HBiI%/KESR fire water supply system

TH KR KK R GEH A B K KK R G B .
5.5.23 SIEHEBIG/KRS fire water supply system of high
pressure

TH B 25 7K A5 I v dpe AN A A8 7K I B 1 B R 9 A2 KK 1Y
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FE,REPARHEGEMHEG M ENHEG A KRG
5.5.24 BREEHEBAKRES fire water supply system of
stable-high pressure

T 7 28 7K 8 I o S B R HE U DR R 4 TP O R KR
DI ERKHHEE, REPRAHGRWOHEG S KRS, £X

B, H TR K 2 2 B B T B AR 8T 9 AR B SRR K R TR

5.5.25 IGBtmEIEBI GK RS fire water supply system of
temporary-high pressure

TH B 45 7K 8 W) o - B g A ) B 7K RS R I 2 AS BB i A2 K K
MEE,REPREHGENEB A KRG . KK 3HP;
8 W RS F s K E R & R B K KK
5.5.26 LHEBEBAKESR fire water supply system of
low pressure

T B 45 7K 4 W v S B B AS B K HS FR O B A BB TR 2 K K
NAHFRE, REPARHBEHEHEDI G KRS, 76K KN 1 iH
Bl %25 7 2 845 I o B O A1 S KO R I & R B KK Y
5.5.27 JHEBiKu fire pool

N T2 1 4 [ 5 a8 30 3 Bl 7K 3R K 14 K it
5.5.28 7 Bhfa R mE steady pressure tank of fire water

B A K ARG, A TR K Rt w K 2RSS
K HE
5.5.29 WHPi#E fire water pump;fire pump

FETEB KRG+, H TRIERSGE S FUKER 4K,
5.5.30 JHPRRERE pressure maintance pump;jockye pump

FEHBI G KRGS HTRERE PN RS S ETR S
K2

5.5.31 HdzsiWi/KKKAKERES sprinkler system
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H 08 7K U5 3K i B 4L K O A 2 S OK 48 R B U 7 T
ROFHM AR TE MK B 20 1R, I BETE & 4 KR I B 3wk
KB K KRG,

5.5.32 B K KRG gas extinguishing system

AR RN FE R KA TR K KBRS
5.5.33 KHBKKKAKES aerosol fire-extinguishing system

LA JBE K K Ry KK A R I8 58 KK R 5
5.5.34 BEHSHEKKRS inert gas extinguishing system

KKFIAEHESE R K KRS,

5.5.35 2wk emergency shower

APRUESE R A B3 AE 5256 T4 b 52 B4k 2% ) 4 ) £ 3 i iy 22
B, ZEREZEEREN AL EBLREHE AHEAE T L
MR B A, LA SCH A B — HBE 2GS Yt BE R B E AT T
.

5.5.36 [N flash point

TERRUESRAE T, (WA AR B 28 S B0 R 8 TR B AT R 1 1k /
=BG YW AR AR .

5.5.37 nlBR¥fh flammable material

Ay BLA a] SRAVE B W0 0, RS 7 A TR UMK L R R %
5.5.38 nw#JBREK flammable gas

LA— € Ll 525 SR B 5 W 2 T2 BUR K M S 3R 485 1 < 1K
B 2E A
5.5.39 n]R# AR flammable liquid

FE AT S0 B8 068 FH 2 1 BB 7= A W98 2 /<l T 25 1 A
5.5.40 nJBREEZE flammable mist

FE 25 S5 R RETE BB T SR BT A0 ] SR 1A 0%

5.5.41 BHEMHSHEES explosive gas mixture

RAZMH TR EZXHERN TR RS SSWEBESY,

ARG R M e L B 1635



5.5.42 BEHSIEAEE explosive gas atmosphere

SR BEERRIR YR
5.5.43 BIETIR lower explosion limit

AR 26 B 2 7E 28 O I U JE R TR 5 T I IR
(G e JE . 25 A5V I T AR e A R 7 A R AR T VR BE , I A4
WY AS BB T IR A .
5.5.44 BE LR upper explosion limit

ARSI R M E S KT IE BB E AR G P B R
BT L2 S I TR MR R R A R BE TR TR B, R
I EE AN REE A A
5.5.45 B source of release

AR LR BT AR AE P TR A 0 1 40 ST AE 1 A B
5.5.46 BEMBDLEEY explosive dust mixture

TE RSN T B2 a2 R (9 AT R 0 B s W TR S AR
(VR A » AR IR et e 2 VU N A5
5.5.47 BYEMER IR explosive dust atmosphere

A BEERRIRA VTG,
5.5.48 A KGR IS fire hazardous atmosphere

FEAEAT KR SE I W i LA BCR KR fE R X
5.5.49 fH/DNEBREEE minimum ignition energy

04 R TE 2500 F 5 52 Wi 0 J5 s KR 1Y) 45 R TR 3R 2 Ak T e MUK
() 46 8 5 s BRI T T 7 1 /N L RURE 2R
5.5.50 1RYESGR X hazardous area

B PR TR A B ST A T A B R R B R DAEOR
A W Bl H L R0 P R JRUT B I B 3
5.5.51 ARIRYE G K X 1 non-hazardous area

PR PR B LA B 0 B0 S A B SR AR A B S
"2 2% ] SR BT B 45 7t 1 3 BT
5.5.52 HREIX alarm zone
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B KK B S 5 G 0 AR T ) e B ok A X R R ) 1
BIL,
5.5.53 X g detection zone

o S DX R 2K R A R 43 1 BT
5.5.54 KRR F$AR A monitoring area of fire detec-
tor |

— FUKCR BRI 25 68 A S50 00 ) 1w AL
5.5.55 KR HEIN £y & EE R spacing of fire detector

T AH AP I BRI 4 v 0 22 18] B K B S
5.5.56 {Ripf42 monitoring radius of fire detector

— KR I 5 RE A 85 I #) BA. 16 A K K S BE B
5.5.57 XHIREZRSZ local alarm system

FH DX 38 R A1 42 T 85 0 KU AR I 28 45 4 R, 5 ok
a1l b A KCIHR N 45 55 4 R, Sh RE AT L KR H BB R 5
5.5.58 £ fiRE RS remote alarm system

HEL W EE & EIE NS PO E & Lok F T D& 3E
S I B ET KR R s ] 2 X R B R kR B T 28 4 4 A
NI E I KK AN ME RS,
5.5.59 #HPLMBERS control center alarm system

T T 77 42 ) % 0 o 4 o A A 4 TP ORI R B L Xk
P P T 4% R0 KR B % 2 R, s e O B 0 T B 4
BT VKRB P2 L X 8 R 2 R R R B S A, S RE
FHKREANME RS,
5.5.60 PHEMEH lightning protection system

FF 080 TN i ot T 8 R S04 1 s e (R D) 390 490 W4 30 385 1 19 9
PRPESH RN B 0 T2 0 Bt r A0 S B R R R AR R e
HA
5.5.61 {ExhiEE earth connection

b T A (40O R AR B9 B R0
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5.5.62 MRS earth system
B Y e a1 1 M A I A A AN AR
5.5.63 A GifEH system earthing
i, RGN — 2 s R SRR
5.5.64 {3 PdEHb protective earthing
HARIF AR B RS BRI — AR Sk,
5.5.65 ‘HIRIHEEH lightning protective earthing
B A B2 1) R b Y R O T PR R
5.5.66 5/KAbH sewage treatment;wastewater treatment
%t ¥5 7K SR 4 B AL 2E RUAE ) s AT AL R R
5.5.67 — AL primary treatment
T KM UIE KBRS RE
5.5.68 b secondary treatment
157K — A BB, T5 0 A 7 1k i — 25 B T5 K P R AR
AL
5.5.69 =AW tertiary treatment
HAK R HE, B2 ERITRY SR,
5.5.70 X aeration
W T K a3 A e, R AT I SR R R K U AR P SR R K
6 7/)5 UK
5.5.71 W4 aerobic;oxic
15K A ) Ab B R A T R A SRR S AR IR EDR A .
5.5.72 R#& anaerobic
15 7K A P 4k B R B T AR A U S A IR EOR A
5.5.73 & anoxic
15K A W Ab B S R EOR 2 SR T R R A S R 2R
BRES
5.5.74 JuWVlk reaction tank
HeK R HE W75 (B K & A R FY e, R RD
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W ol B A0 HE s s K AL B A H ST W B AL O T LA
L, LIk 2 [ oK HE R HE
5.5.75 BEYE harmful substance
FEE WA G DA TSRS F K, B L%
B
5.5.76 HEY U E concentration of harmful substance
PAERESTHEEYRRSE,

5.5.77 E&AITUE maximum allowable concentration,
MAC

AR UEFT 250 A 1 M B R A KR
5.5.78 = X capture velocity;control velocity

BERE 15 5 W o R A B8 DN T 5 1 T Ah XU R 4 B
5.5.79 TRMPAEE adsorption equipment;adsorber

HTNRE P BERRERNMEMEEEISBERY N
W
5.5.80 4k FEHRE biochemical oxygen demand, BOD

£ 2R —E BB N, T804 B 8 AL 15 KA DL = B BT T
FERI IR AR .
5.5.81 4{b¥FEHEE chemical oxygen demand,COD

JK FH A AL R M ) R e AR R SO T T AR SR AR R
5.5.82 RSB HLIKR total organic carbon, TOC

KPR AEAIIE R EkE, L ERERRNNAYLY H
W — LR F 48R
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6 T4 ih

6.0.1 21 CFR PART 11

FEPIBEFE 21 T|H 11 X FEMENRY LB Tidx
M2
6.0.2 AAALAC

Association for Assessment and Accreditation of Laboratory
Animal Care [H [x5E 5 gl 9 PEAl AN Al & b1 2
6.0.3 AALAS

American Association for Laboratory Animal Science 3 [# 3£
R sh Y2
6.0.4 ACLAM

American College of Laboratory Animal Medicine 3 & 5L %
6.0.5 AHU

Air Handling Unit 23S 4B HLAH
6.0.6 A/L

Air Lock = 4
6.0.7 ANSI

American National Standards Institute 3 [E [E 5 bp #E %2>
6.0.8 ANZCCART

Australian and New Zealand Council for the Care of Animals
in Research and Teaching 8 A F| W AH PH 22t 58 BB Hah W &
MZE R4
6.0.9 API

Active Pharmaceutical Ingredient 3% 25 ¥ 4H 43
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6.0.10 APV

Association of Primate Veterinarians & 2K 8 E Jfith&
6.0.11 ASHRAE

American Society of Heating, Refrigerating and Air-Condi-
tioning Engineers,Inc 3 FE X8 . Hl¥ 525 @ TREIKhS
6.0.12 ASLAP

American Society of Laboratory Animal Practitioners 2& [ &
5 s ) olk 5 B 2=
6.0.13 ASME

American Society of Mechanical Engineers 2 [E ¥ # T #& Ui
e
6.0.14 ASME BPE

Bioprocessing Equipment Standard of American Society of
Mechanical Engineers & ELM TREEM P2 % TAY TR B LW
s
6.0.15 ASP

American Society of Primatologists EFE R KKFEELERHES
6.0.16 ASTM

American Society for Testing Material 3 [H i K 1 Bl 2>
6.0.17 AVMA

American Veterinary Medical Association 3 [E 5 £ 2 2>
6.0.18 AWIC

Animal Welfare Information Center zfj ¥ 45 {5 B .0
6.0.19 AWI

Animal Welfare Institute zfj ¥ #& F| Wf 58 B
6.0.20 BAS

Building Automation System 3% H 3h{b 24
6.0.21 BD

Basic Design J& A% i1
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6.0.22 BFS
Blow-Fill-Seal W #E 5
6.0.23 BIPM
b it &R
6.0.24 BL
Bio-safe Level A4 ¥4 4 /K F
6.0.25 BMS
Building Management System #5755 il & 48
6.0.26 BOD;
Biochemical Oxygen Demand 5 H 44T A&
6.0.27 BP
British Pharmacopoeia 3 [E 24 #iL
6.0.28 BPC
Bulk Pharmaceutical Chemicals J§i 24
6.0.29 CAAT
Center for Alternatives to Animal Testing zh 4 W ik #
s
6.0.30 CALAM/ACMAL
Canadian Association for Laboratory Animal Medicine/L’
Association canadienne de la medicine des animaux de laboratoire
I K S Zh ) BR ¢ U4
6.0.31 CALAS/ACTAL
Canadian Association for Laboratory Animal Medicine/L’
Association canadienne de la medicine des animaux de laboratoire
IERER Y R he=
6.0.32 CAV
Constant Air Volume & X &
6.0.33 CCAC

Canadian Council on Animal Care & Kah¥ {3y th <
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6.0.34 CFU

Colony Forming Unit & 7% & il #8470
6.0.35 cGMP

Current GMP B47 24 i A= 7= i & 48 B R
6.0.36 CIP

Cleaning in Place #2151k
6.0.37 CNC

Controlled Not Classified 5 #l| A& 41 2%
6.0.38 CODecr

Chemical oxygen demand fb 235 4. &
6.0.39 CNAL

China National Accreditation Board for Laboratories H [ 5E
BEEZNTERE
6.0.40 CP

Chinese Pharmacopoeia H1 [ 24 #L
6.0.41 CP2010

Chinese Pharmacopoeia 2010 Edition H [E 2448 2010 fi
6.0.42 DD

Detail Design jifi T.®& & 1T, 401t
6.0.43 DOP

Dioctyl phthalate gf & — W g — ¢ fig
6.0.44 D/H

Dry Heating +#4
6.0.45 DP

Different Pressure [k #
6.0.46 DQ

Design Qualification %t #i1A
6.0.47 EMEA

European Agency for the Evaluation of Medicinal Products
L] 49 L]



R 1 24 d o LA

6.0.48 EP
European Pharmacopoeia KR ¥ 2 4
6.0.49 EPC

European Pharmacopoeia Commission BX ¥ 24 # 25 51 &
6.0.50 EPC

Engineering/Procurement/Construction &1 /% M/ jfs T.
6.0.51 EPCM

Engineering/Procurement/Construction/Management & i}/
KW /e T/ B
6.0.52 ERP

Enterprises Resource Planning £l %% I i1 %
6.0.53 EXP

Explosion Proof Bfjf#
6.0.54 FAT

Factory Acceptance Test T.J il ik
6.0.55 FBR

Foundation for Biomedical Research ¥ & W57 3 4 2
6.0.56 FEED

Front End Engineering Design Fij ¥ LEE % i1

6.0.57 FFU
Fan Filter Unit XA 8 oG
6.0.58 FS

Feasibility Study 8] 47 5%
6.0.59 GAMP

Good Automated Manufacturing Practice E i B 30 1k # il
e
6.0.60 GAP

Good Agriculture Practice 2§41 4 =45 #L L YE
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6.0.61 GCP

Good Clinical Practice 24 i I K i 56 45 B A8 70
6.0.62 GEP

Good Engineering Practice B 4 T F245 ¥ # {5
6.0.63 GLP

Good Laboratory Practice 24 5 A I PR IF 5T i & 55 B AL Y0
6.0.64 GMP

Good Manufacturing Practice 2 a4 7™ i & 4 F AL
6.0.65 GRP

Good Retail Practice 4 5 F 8 i & 45 B AL TS
6.0.66 GSP

Good Supplying Practice 24 & E R BEE L
6.0.67 GXP

GCP/GLP/GMP =/~#ia ) 5L #x
6.0.68 HACCP

Hazard Analysis and Critical Control Point &3 4087 5 K4

il
6.0.69 HAZOP

Hazard and Operability Analysis & [ 5 AT #:4E M40 ¥
6.0.70 HEPA Filter

High Efficient Particles Air Filter B 823 K 1 g £%
6.0.71 HSE

Health,Safety and Environment {5 . % 4 I H 55
6.0.72 HSUS

'/,

The Humane Society of the United States 3£ B A # £ X

ANz
6.0.73 HVAC

Heating, Ventilation & Air Conditioning ¥ g i X 5 28 §

Rt



6.0.74 ICH

International Conference on Harmonization of Technical Re-
quirements for Registration of Pharmaceuticals for Human Use
N 24589 3 b AR 55K B B i 25
6.0.75 ICH Q1

Stability 2§ & B € T
6.0.76 ICH Q2

Analytical Validation 43 #7 5% iF
6.0.77 ICH Q3

Impurities 2% &
6.0.78 ICH Q4

Pharmacopoeias 24 i
6.0.79 ICH Q5

Quality of Biotechnological Products 4 ¥ R 7= i i &
6.0.80 ICH Q6

Specifications FL#%
6.0.81 ICH Q7

Good Manufacturing Practices, GMP 24 5 A 7= i & 45 P AL TG
6.0.82 ICH Q7A

Good Manufacturing Practice Guide for Active Pharmaceuti-
cal Ingredients &£ 254 i3 10 GMP 5 55
6.0.83 ICH QS8

Pharmaceutical Development 254 %
6.0.84 ICH Q9

Quality Risk Management Jii i XU 45 2
6.0.85 ICH QI0

Pharmaceutical Quality System 2454 Jii H {1k &
6.0.86 ICLAS

International Council for LLaboratory Animal Science [H PR 5L
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Rkl =& 2
6.0.87 IEC

International Electrotechnical Commission [HJrH T%& i12
6.0.88 IFCC

International Federation of Clinical Chemistry and Laborato-
ry Medicine [® Pl R fb % FSE 5 B 22 B A 4
6.0.89 ILAR

Institute of Laboratory Animal Resources 5Z % 3 4 %% T8 #F
FI
6.0.90 IPC

In Process Control T.7 i FE3 4
6.0.91 1Q

Installation Qualification %% #fi1A
6.0.92 1ISO

International Organization for Standardization [& x5 #EAL 4
pan|

6.0.93 1SO14644

Cleanrooms and Associated Controlled Environments J# % %
FAH G 52 45 35 B3 A
6.0.94 ISPE

International Society for Pharmaceutical Engineering [ r i
LD
6.0.95 IUPAC

International Union of Pure and Applied Chemistry [H Fr ¥
N AL F B G 2
6.0.96 IUPAP

International Union of Pure and Applied Physics [H Fr P15
N 1) FRER B 2
6.0.97 JP
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Japanese Pharmacopoeia H 7 £} #iL
6.0.98 [LLAMA
Laboratory Animal Management Association 5Z 5 2 4 & 3
6.0.99 LEED
Leadership in Energy and Environmental Design §g {5 ¥ 58
BEHIAGE
6.0.100 LEL
Low Explosion Level #4%E T R
6.0.101 LEV
Local Exhaust Ventilation Ja#BHE 18 X
6.0.102 LF
Laminar Flow Z i
6.0.103 LVPs
Large Volume Parenterials A% & 13 41 7
6.0.104 MVP
Master Validation Protocol 3&F 3 11X
6.0.105 OEL
Operator Exposure Level #2/F A 51 Z #& 0] R
6.0.106 OIML
Organisation Internationale de Metrologie Legale [ Fx ¥ il
THEHA
6.0.107 OPRR
Office for Protection from Research Risks fiff 5% X & 2 7%, 7
F A4k
6.0.108 0OQ
Operation Qualification iz 17 H#§1A
6.0.109 OSD

Oral Solid Dosage 11 g [& 44 4 5]
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6.0.110 OSHA
Occupational Safety and Health Administration B\ &4 5

fERE R
6.0.111 OTC Drug
Over The Counter Drug FF4b %y

6.0.112 PB
Pass Box 1&i# &
6.0.113 PD

Preliminary Design #] 4 % it
6.0.114 PDA

Parenteral Drug Association [H Py 57 th<
6.0.115 PFD

Process Flow Diagram 1.7 % ¥l i 72 &
6.0.116 PIC/S

Pharmaceutical Inspection Convention/Pharmaceutical In-
spection Cooperation Scheme 24 i A= 7= K 25 /1 H. KA s 2
6.0.117 P&ID

Piping & Instrument Diagram 4§ i Al{¢ & &
6.0.118 PLC

Programmable Logic Controller 7] 452 & 4 45 il 4%
6.0.119 PPE

Personnel Protection Equipment 4~ A Bf#71% &
6.0.120 PQ

Performance Qualification £ BE# A
6.0.121 QA

Quality Assurance Jfi &R &
6.0.122 QbD

Quality By Design i & R F i it
6.0.123 QC
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Quality Control Ji &4
6.0.124 QRM
Quality Risk Management Jii & XU 5 45 #H
6.0.125 MOH
Ministry of Health T34 %
6.0.126 R&.D
Research and Development fiff k&
6.0.127 RABS
Restricted Access Barrier System PR #| 3 AR R4
6.0.128 REAC

United States Department of Agriculture, Animal and Plant

=

Health Inspection Service, Regulatory Enforcement of Animal
Care 3¢ B LM ¥ 3l A8 Y K 5 vy ol 0 1) 5% 48 B30 BB AT Ab
6.0.129 RO
Reverse Osmosis 2 18 %
6.0.130 SAT
Site Acceptance Test B 37 5 el iR
6.0.131 SCADA
Supervisory Control And Data Acquisition 5] = ) F1 %5 2
RSk
6.0.132 CFDA
China Food & Drug Administration ¥ [E £ & 25 & W & 4%
5
6.0.133 SIP
Sterile In Place 7F £k ‘K
6.0.134 SOP
Standard Operating Procedure 5 #f #24E L F72
6.0.135 SVPs
Small Volume Parenterials /N2 & 1 5 7
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.136 TGA

Therapeutic Goods Administration K25 5 8 B R
137 Tn-C

Tri-Clamp Connection - % 3% #

.138 UDAF

Unidirectional Air Flow # [ 5 %

.139 UFH

Unidirectional Flow Hood ¥ X i &

.140 UPS

Uninterrupted Power Supply A [a] 7, I8

.0.141 US FDA

US Food and Drug Administration EXEERANEHE
.142 USP

US Pharmacopoeia 3 [E 24 gt

. 143 USP30

US Pharmacopoeia 30 Edition 3 [E 25 # 30 hR

.144 UV

Ultra Violet 4¢4p£%

.145 VAV

Variable Air Volume #] 28 X &

.146 VFD

Variable Frequency Drive 4535 IK 5

.147 VHP

Vaporized Hydrogen Peroxide &4k it E LS

.148 VIM

International Vocabulary of Metrology H PFrif it &3 A

6.0.149 VRV

Variable Refrigerant Volume 25 % ¥ 7
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6.0.150 WFI

Water For Injection 1 &t Fi/K
6.0.151 WHO

World Health Organization AR TAHH
6.0.152 WPU

Purified Water #ifk 7K
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abnormal data, AD
absolute elevation
accelerate stability test
accuracy

adhesion test

adsorber

adsorption equipment
adventitious agents
aeration

aerobic

aerosol

aerosol fire-extinguishing system
affect factor test

air balance

airborne particles

air changes, ventilating rate
air cleanliness

air distribution

airlock

alr pattern

airtight door

alarm limit

alarm zone



all-air system

analytical error

analytical instrument type A
analytical instrument type B
analytical instrument type C
analytical method

analytical reagent, AR
anaerobic

animal isolated equipment
anoxic

appearance uniformity inspection

asbuilt

atomic absorption spectrophotography

attenuated strains

at rest
B

bacterial endotoxin determination
bactericide

barrier environment

barrier environment facility
batch production record
biochemical oxygen demand, BOD
bioequivalence test

biological agents

biological indicator, BI

biological pollution membrane
biological products

biological reactor

0600

.47
32
.14
.15
16
.23
.10
.12
5.2.7
5.5.73
2.1.16
5. 1. 33
2.2.4
3.6.30
5.1.34
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2.1.12
3.6.3
5.3.3
5.3.8
3.3.1

5.5.80
4.2.9

5.2.11

3.6.22
3.5.4

3.6.23

5.2.17



biological safety cabinet, BSC 5.2.12

biosafety laboratory 5.2.3
biosafety protection for laboratories 5.2.8
blood products 3.6.24
boundary line of land, property line 5.1.20
breeding facility for laboratory animal 5.3.6
building density, building coverage ratio 5.1.18
C
cage washer 5.3.13
capillary electrophoresis 2.2.14
capture velocity 5.5.78
cell bank 3.6.36
cell line 3.6.35
central heating 5.1.39
chemical oxygen demand, COD 5.5.81
chemically pure,CP 3.4.11
chromatography 2.2.7
civil building 5.1.26
class 1 pure water 3.5.1
class 2 pure water 3.5.2
class 3 pure water 3.5.3
clean (CL) animal 5.3.15
clean bench 5.1.16
clean zone 5.3.11
cleaning 3.6.13
cleaning in place 3.6.14
cleaning tools 3.6.16
clinical study 4.2.3

. 61 .



closed restricted access barrier system,c-RABS 5.1.14

column chromatography 2.2.10
combined vaccines 3.6.25
commitment stability test 3.2.14
comprehensive performance judgment 5.1.36
computer validation 3.4.6
concentrated heating 5.1.39
concentration of harmful substance 5.5.76
concurrent validation 3.4.1
constant air volume (CAV) air conditioning system 5.1.45
constant temperature and humidity system 5.1.48
content determination 2.1.4
content determination per actiation 2.1.17
content determination per spray 2.1.19
content uniformity test 2.1.32
control center alarm system 5.5.59
control velocity 5.5.78
conventional (CV) animal 5.3.14
conventional environment 5.3.2
conventional environment facility 5.3.7
correction limit 3.3.5
D
detection zone 5.95.93
detergent 3.6.5
determination of endotoxins floe unit 2.2.28
disinfectant 3.6.4
disinfection 3.6.2
disinfector sterilization 3.6.10
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disintegration time determination 2.1.25

dissolution test 2.1.23
divalent vaccines 3.6.26
document 3.3.2
double immunodiffusion 2.2.24
drug candidate 4.1.13
drug product stability 3.2.8
drug qualified person 3.1. 4
drug quality manager 3.1.3
dry heat sterilization 3.6.7
E
earth connection 5.5.61
earth system 5.5.62
electric conductivity 3.5.6
electrophoresis 2.2.13
eletrodialysis, EDI 3.5.7
elevation 5.1.23
emergency shower 5.5.35
enclosed staircase 5.5.19
endotoxin 3.6.44
endotoxin standard substance 3.6.46
enzyme 4.1.1
enzyme inhibitor 4.1.5
exotoxin 3.6.45
experiment facility for laboratory animal 5.3.5
explosion proof airlock 5.5.15
explosive dust atmosphere 5. 5. 47
explosive dust mixture 5.5.46
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explosive gas atmosphere
explosive gas mixture
expression

extraneous agents

face velocity

filtration

filtration sterilization

fire compartment

fire hazardous atmosphere

fire pool

fire pump

fire resistance rating

fire separation distance

fire water pump

fire water supply system

fire water supply system of high pressure
fire water supply system of low pressure
fire water supply system of stable-high pressure
fire water supply system of temporary-high pressure
firmware

flame photometry

flammable gas

flammable liquid

flammable material

flammable mist

flash point

fluorimetry

n64.

5.5.42
5.5.41

4.1.8
3.6.40

5.1.4
3.5.9
.12
.11
48
.27
29
. 20
.12
29
.22
.23
. 26
.24
25
.4.18
2.2.6
5.5.38
5.5.39
5.5.37
5.5.40
5.5.36

2.2.5
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fog drops (particle) distributing determination
follow-up stability test
form-giving test

fungicide

gas chromatography

gas extinguishing system
gas sterilization

gene recombination
germ free (GF) animal
glove box

grant

green line

green zone

greening rate

guarantee reagent,GR

hang wall

hard-combustible component

harmful substance

hazard assessment for microbes
hazardous area

health standard

heat tolerance test

heating

high efficiendy particulate air filter

high performance liquid chromatography

2.1.20
3.2.13
2.1.29

3.6.3

2.2.12
5. 9.32
3.6.9
4.1.6
0. 3.17
o.1.17
3.2.4
5.1.21
5.4.5
5.1.22
3.4.9

5.5.10

5.5.9
9.5.75

5.2.9
9.95.50

0.0.1
2.1.28
5.1.38
5.2.14
2.2.11
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high-rise industrial building (warehouse)
|

identity test

immunoblotting test,IBT
immuno-dot assay
immunoelectrophoresis
important document

impurity test

in operation

in process control,IPC
individually ventilated cage,IVC
indoor and outdoor design conditions
industrial building

inert gas extinguishing system
infrared spectrophotography
initial sample retest

inspecting item

investigational new drug application, IND
1on

ion channel

ion chromatography

isolation environment

isolator

isolator

job strain
jockye pump
. 66

5.1.29

2.1.2
2.2.22
2.2.23
2.2.25

3.3.9

2.1.3
5.1.35

3.3.3

5.3.9
5.1.37
5.1.25
5.5. 34

2.2.3
3.2.15

2.1.1

4.2.2
3.5.13

4.1.4
2.2.16

5. 3.4
5.1.15
5.3.10

3.6.29
5.5.30



key person

laboratory animal

laboratory containment area
laboratory non-tamination area
laminar flow cabinet

lead compound

lightning protection system
lightning protective earthing
limit of detection, LOD/DL
limit of quantitation, LOQ/QL
local alarm system

local exhaust ventilation, LEV
long term stability test

lower explosion limit

main room
mass spectrography
master cell bank, MCB

master seed lot

material safety data sheet, MSDS

maximum allowable concentration, MAC

medium

melts variable time limit determination

metallicity foreign object determination

3.1.1

5.3.1
9.2.5
5.2.6
.12
.12
. 60

.28
.29
Y
.41
12
.43
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5.2.4
2.2.18
3.6.38
3.6.33

5.5.6
5.5.77
3.6.42
2.1.22
2.1.15
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method transfer

method validation

method verification

microbial limit test

microorganisms concentration
minimum ignition energy

mixed airflow

moist heat sterilization

molecular conjugate content determination
molecular exclusion chromatography
monitoring area of fire detector
monitoring radius of fire detector

multi-storied industrial building (warehouse)
N

near-infrared spectrophotometry
negative pressure airlock

new drug application, NDA
non-combustible component
non-hazardous area

non-sterile pharmaceutical product
non-unidirectional airflow

nuclear magnetic resonance spectroscopy

number of unit to be inspected
O

occupational exposure limits, OELs
occupational hazards
open laboratory

. 68

3.4.31
3.4.30
3.4.24

2.1.5
5.1.52
5.5.49
5.1.10

3.6.6
2.2.27
2.2.15
5.5.54
5.5.56
5.1.28

2.2.20
5.1.6
4.2.8
5.5.8

5.5.561

3.6.19
5.1.9

2.2.19

3.2.18

5.5.5
5.5.4
5.4.1



open laboratory area

open radiation work

opened restricted access barrier system,o-RABS

orange zone
original vaccine
osmolarity test

our of trend,OOT

out of specification, OOS
oxic

oxygen bomb combustion

packing uniformity test
packing volumes determination
paper chromatography

particle concentration

particle size determination
particulate matter inspection
pass box

penetration rate

peptide mapping assay
performance testing

periodic re-qualification
personal protective equipment, PPE
phase I clinical trial

phase II clinical trial

phase III clinical trial

phase III clinical trial

physical containment device

5.4.3
5.4.2
5.1.13
5.4.6
3.6.31
2.1.8
3.3.7
3.3.6
5.9.71
2.2.17

2.1.7
2.1.6
2.2.8
5.1.51
2.1.14
2.1.10
5.1.3
5.1.44
2.2.26
3.4.17
3.4.20
9.5.7
4.2.4
4.2.5
4.2.6
4.2.7
5.2.13
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pipe mezzanine

piping corridor

piping well

plaster content determination
plasticizer

polyvalent vaccines
positive control

positive pressure airlock
positive pressure ventilation
potency

precision

preclinical study
pressure maintance pump
preventive maintenance
primary cell bank,PCB
primary barrier

primary seed lot

primary treatment
process instruction
process validation
product error

prospective validation
protective earthing

pyrogen test

quality control,QC
quantity to be tested
quarantine
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. 32
.31
. 30
.27
.14
.27
.21
5.1.5
5.1.40
3.2.20
3.4.26
4.2.1
5.5.30
3.4.21
3.6.37
5.2.1
3.6.32
5. 5. 67
3.2.7
3.4.2
3.4.33
3.4.3
5.5. 64
2.1.13
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radiation sterilization
Raman spectrometry
raw data

reaction tank
reagent

receptor

receptor agonist
receptor inhibitor
red line

red zone

reference reagent
reference substance
relative pressure
release

release determination
remote alarm system
re-qualification
re-sampling

resistivity

responsible person of the enterprise

restricted access barrier system, RABS

retention sample
re-test period

re-testing

retrospective validation

re-validation

reverse osmosis, RO

3.6.8
2.2.21
3.3.10
5.5.74

3.4.7

4.1.3

4.1.9
4.1.10
5.1.19

5.4.7

3.4.8
3.4.13
5.2.15

3.2.5
2.1.24
5.5.98
3.4.19
3.2.17

3.5.5

3.1. 2
5.1.12

3.2.2

3.2.6
3.2.16

3.4.4

3.4.5

3.5.8
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room recovery period

safety exit

sampling

sampling error

scientific experimental building
screening

secondary barrier

secondary treatment

sewage treatment

single harvest

skirt building

slip rate

smoke bay

smoke-proof staircase
softening point determination
source of release

space air diffusion

spacing of fire detector
sparking site

specific pathogen free (SPF) animal
specificity
spectrophotography

spray velocity determination
sprinkler system

stability test

standard sterilization time, F|
standard substance

« 79 .

5.1.11

5.5.14
3.2.1
3.4.34
5.1.1
4.1.11
5.2.2
. 68
66
.41
.27
.44
.13
18
31
.45
.49
.95
.16
.16
.27
2.2.1
2.1.18
5.5.31
3.2.9
3.6.47
3.4.12
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steady pressure tank of fire water
sterile

sterile determination

sterile isolator

sterile pharmaceutical product
sterile processing core area
sterility assurance level,SAL
sterilization

sterilization in place

system earthing

system of water extinguishing

tachypleus amebocyte lysate
target

tertiary treatment

thin layer chromatography
total organic carbon, TOC
transgenic animal model
turbidity

type culture strain

ultrafiltration

ultraviolet-visible spectrophotography

unidirectional airflow
unknown error
unscheduled maintenance

upper explosion limit

.28
.17
.11
.16
.18
.21
. 20
3.6.1
3.6.15
9.5.63
5.5.21

W W w U1 N W o
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3.6.43
4.1.2
5.5.69
2.2.9
5.5.82
4.1.7
3.5.12
3.6.28

3.5.10
2.2.2
5.1.8

3.4.35

3.4.22

5.95.44
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UV sterilization
\Y

variable air volume (VAV) air conditioning system
visible flame location

visible foreign matter inspection
A%

wastewater treatment
water hardness

weight variation test
white zone

work site

working cell bank, WCB
working seed lot

workplace

0740

3.6.11

5.1.46
5.5.17
2.1.9

5.5.66
3.5.11
2.1.26
5.4.4
5.5.3
3.6.39
3.6.34
5.5.2
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e W ERT 3.6.19

43 606 B 2.2.1
43 Bt 23 57 3.4.10
SrHTEE iR 3.4.32
Gy BT OT 3.4.23
4y F HEBH 8% % 2.2.15
R 5.1.43
B PR AS [A] 5.5.19
B 5 KA 3.6.8
TR PR 5.1.6
2 55 3.2.6
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Y373 5.3.4
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Tk 55 5.1.25
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T 2%k 3.4.2
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TAEM i 3.6.34
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