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L0.1 NGE—BEHTREARERILREL, ZRE W AE KR
WA, DR FEG TR, REEH TREARRE, Hl &4
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2 E#HEFTE

2.1 K o XK

I EH#HGEF

2.1.1 [Eplzg active pharmaceutical ingredient, API

FA T2 5 41 v P AT 4T — Fh 4 SR S SR R & 4, T ELAE A
T 2, R 2 B — PR IS MR . R SRR R IS BT IR
IT IR B b T BB 7 Y T B o A 2 BV s b B R A
B BRI Th R S S5 1 .
2.1.2 4{kzEERZ bulk pharmaceutical chemicals, BPC

Wt — 4 B & b R T H A T I B S TE R ST
2.1.3 {EHEZpYaE g API intermediates

E ARG R AT AR & T2 P — sl TRR
k- Wl D B b & S g L e Sl T
2.1.4 JFERZGERIBYIR API st'arting materials

J T £ 7 A A R 2 3 Bk SRR 2 4 ) 1 B AR 0 Y
— Pl R TR SRR 2. R 26 (AR S R T LR B L DA
R BT P U R B — RS AR, 8o BT = Y dh
JECRE 25 B s W ok B B R AL S RS .
2.1.5 XBELE critical steps

Iz%mﬁﬁﬁ%ﬁﬁﬁ‘ﬁ?ﬁ%%éﬂﬁ-ﬁﬁ%ﬁﬁﬁﬂ%ﬁ@%
B2 YA O B R R A — A B 2P BR
2.1.6 EHEHE dedicated facility :

BT T A — b R 24 B (A B
2.1.7 ZHEIEE multi~use facility

AT LR s p R RE., EE—FaET

.2 .



Jei] A 35 7 R R W AR PR R B AT .
2.1.8 ZIhEEEE multi-purpose facility

WA L&A E AR 25 4 P R ALK, T £ 5 R S ss
He 7= L
2.1.9 fEEALEFEMR dangerous chemicals

EAEE BN R R B S B, XA B R
FUA 3 BT R A AL
2.1.10 BRI HERERE major hazardous resources
for dangerous chemicals

AP R AR E B AR, BB R ERE
2 F o 3 o i 5B Y 2R 0T (LR 3 BT R Bt .
2.1.11 i 5hEr dangerous chemicals production

F) AL FE R A2 5 B BB A = S b Al i A TS B
2.1.12 B®R mother liquid

HGRRSBERFETRRER.

I # # & 7

2.1.13  #Ix preparation, formulation

FRIE 25 3 | 2 AR v B LA 40 L 4 JEURL 2 W — R R A
R T EHRAEA XM .
2.1.14  BARFHIF liquid preparation

74 43 BT VR AR Y TR R LB R P9 IR A P RS A
2.1.15  [FE4H] 51 oral solid dosage,solid preparation

HYA RS R - E R & T ERANES R, I
Frnl e ORI AL R 4
2.1.16 AR oral dosage

W A O AR 7 3R 20 3 G 08 AL B AR T AR 2
2.1.17 A& external preparation

Wik EAL T RIERT AR, UFERTSRESHEERN
ESL kB



2.1.18 FEHFH injection, parenteral dosage ,
%%ﬁiﬁﬁéﬁfﬁﬁlﬁﬁﬁ%ﬁﬁﬁfﬁﬂﬁiﬂ’ﬂﬁ@ﬁ/\ﬁiﬂﬂ B W EL
’U‘(‘ﬁﬁ?ﬁ%?&ﬁ&ﬂﬁﬂ%ﬁﬁﬁf%ﬂﬁ%ﬁﬁi%?@iﬁﬁ%?&E’J%%ﬁ‘m
BB M TR . RS EST ES T ER R ST AR .
2.1.19 KEBIEHFFH large volume parenterals,LVPs
REZ T AT 5omL HESH, XERREE.
2.1.20 KB large volume infusion
BRERESA.
2.1.21 /MNEEEHF small volume parenterals, SVPs
HRE/NTF 50mL BTESH .
2.1.22 K& liquid injectables
SN BRIENA .
2.1.23 HEEHALEHRK aseptic powder for injection
240 45 0 AL 1 PR T PR L A0 G T A AR B 1 AL P Y TR TR RS
ARERMTEB RS T EICR Y . BRI 5E TR
EERURTRESHE. .
2.1.24 HTHEF lyophilized powder, freeze dried powder
SRR VAR T 4 40 L Y S P T B MR A
2.1.25 ZERHIF sustained release preparation
TEHL 2 R TR P, R Bk 18 st R E B 25 W, 5 A
N7 ) 38 R H L 28205 957 28 b 5 ) ) R — 2 A TR
L3 7 BT /D ELAE 5B 3 BN R A AR A B R R
2.1.26  FHEHIF controlled release preparation
e L5 BRI B 5 SR R 18 4 B R 1, B 5 A
{3 58 40 L 4 24 9 36 L 3 3 o U > — R LR Rt
T 5 R A BT 5 25 ¥k B R 0 BE N PR, ELRE B3 R
AR A B 5
2.1.27 BREHIF delayed release preparation
TE 45 25 J5 7N 7. BIVEBE ik 245 40 1 86 300 355 o 1 1R ) 45 o s o
o 4.



TR K v o) 70 45
2.1.28 H#H tablet

255 38 B A RLE ) R T AL B R B R TR bR B T A
5 o
2.1.29 FECEF capsule

Yy BN R TR T A 0 A B B T OB Bk o A
51 o
2.1.30 HEER soft capsule,soft gelatin capsule

¥—E BB Y HEEAS, S0k B R 2 e g s BE
T8 BT A TR TR 300 o o] A A TR B R FLOIR VR B A, 2 B TR
TE S (51 T 19 0 BT 8 A o 4 S 354
2.1.31 &5 suppository

24 5 3 A R B S T 4 2 Y [ AR5
2.1.32 HEF ointment

2505 W B I T e TR TR A I A 38 A Y 2 (B A AT FH
7. )
2.1.33 HE emulsion
IR T BRI T AU 45T 8¢ B S
b
2.1.34  HIF paste

KE KB AR A (— i 259 LA ) 3957 #b 43 8O 38 B B0 2R R
o BT 2E 8 B 24 [ A A AR5
2.1.35 FL7 pill

250 038 B A B A 7R L b R R A BROE B2 BRTE 1 5
I3 R KB FL AR L B LR 4 L5
2.1.36  Fikis] granules, granular formulation

25 ) 5 35 B A A R AR R AR B B B — R BE B URLAR
T30, 3 A AT SR B B AL A VA B R
2.1.37 FEHFH droplet



B A B Y Ak 2 4y 5 T R A 3R R I B S AR LI EUR &
FREH, BEANREE EARERANREN .\ TREK
7 B R 68 9 e 4 R ORI o B R, R O AR
2.1.38 H A implanted medicine

25995 SRk A R A AR P B T T T R
2.1.39  EH powder

259 5 55 BB R R RE 3 5T TR A B E TTRA AOR R
43R P BRI A b AT RIGH]

2.1.40 &5 mixture

AR R 70 B b 590 3R S T P O ek B AR ARG F) 1 IR R A
AT B R A WA R DR .

2.1.41 ORER (DRI oral liquid dosage

25 4 5 4 T R VA 3R o kA 1 R Y Y T R AR
2.1.42 ORIEBER suspension

Ve [ 4 285 0y 43 B2 R A A B o S AR IR PR T A R A
bl s@?ﬁ?/ﬁ:% FIFHRIE B .
2.1.43 [ORRELF emulsion :

9 7t L O A A ) A R B AR T PR A R E A K B e Y L R R
A
2.1.44 HEEF syrups

& ﬁ%‘%ﬁ’]ﬂ‘é%ﬁﬂ(ﬁ{ﬁ
2.1.45 JEF vinum

2y ) FA AV T 12 B Y Y T WA A
2.1.46 HEIH] tincture

25 LS W FE W 2 IR H A I 1 L 4 V8 T AR 1 5
0,7 FH R B R 45 B RSN A
2.1.47 5 liniment,embrocation

25 FR 0T e B R VS R ok R v R LR M R B
Rk T T 45 B R B R Y A VAR R o B e A S Y R 0 SCAR R

« 6 .



2.1.48 &7 lotion

YRR SRR IR VREBE . I ER S
Yh AR B AR R RE B T Bz Ik B 11 16 5 0 0 8 A o 79
2.1.49 BREEF| film lotion

ZYEBEBT & BUEM RS ﬁ“ﬂf%& ¥ R R
A4 R AR I 7
2.1.50 ] membranes .

25 5 35 B R BUBE A L 22 0 T o B B4 FECIR SR 4 O R
FRAE A
2.1.51 ¥R lotion

T R FLOR VR TR BV RV e Bk TR T R R Bk
BB I
2.1.52 #yEHl  lotion

FA T W G FFBCHE 4 11 SRR A P TE B R
2.1.53 #Eg7 enema

EETEBNAKE. @ﬁﬁ{&jﬁ%@ LIBYT W E 5
S B W R AR .
2.1.54 N5 transdermal fomular

AR MEFE R Bk b Al = A 2 B S R EIE R W —F i A
AR
2.1.55 NEES transdermal fomular

25y 5 38 B0 R SO N R b o R L B R W B, R R AR R R Bk
2B e B —2 RS I .
2.1.56 BEEF rubber ointment

LY SBRREETREEERA TE AR L BRI EH .
2.1.57 BEAFERH papua ointment,cataplasmata

Y SEENFKEERIBSRRA TEF B L5 s
B,
2.1.58 EZh plaster,medicinal plaster



25y & MY S 40T (B PE) BB R R Rt B R
% TR bR b R AL B R 0 R A1 AR
2.1.59 &7 pastille A
Y40 5 TS BB A 3 (BRI R 24 4 A B B B D L R )
TE R B A 0 5
2.1.60 & distillate fomular
B R VR RS W25 ) R K 28 R R IR IR I L 55 B K
2.1.61 HEBEEXNSEEN liquid extract
250 FE BRI R PR, B R A MBS A, AR E A E
JRE T S Y R 5
2.1.62 ZEFH medicinal tea .
24 5 2% o B E A R A R B A P IR IR L AT 4 S HOR 2R
) SRZS I FOREE A
2.1.63 FUBFCEE decoction,decocted extract, DA
RO P K R, BRI 48 » T 28 M (BB A0 Y
A FRARFF LB
2.1.64 BERH gels
259 45 15 B R A AR G LB A Y 2l e A R O A
.,
2.1.65 gl jello
Sh Bz B B B A P K R BB R o R 48 LR O, 2 T 48 )
RS B T A etk P AR 5
2.1.66 JEARF eye drops
B 25 497 5 33 B A R A B AL v A BIR PR I TG TR YR A A R
2.1.67  VERRF eye washes
Fl 25 0 1) R T TV D K R R v e IR R S B AR
AR oAb 2 W B AR R VA AR 3R
2.1.68 HREFN oculentum,eye ointments
MY 5EEERREAHIH BN TERREASRESETR
.8 .



B HR P 2 B A 3R
2.1.69 JHEFR nose drops, naristillae

H 25 %) 5 15 B R R v BA T R IR BB S CELROR , BETE A
B PR o B AR
2.1.70 FHEF ear drops

FH 259 5 78 B A Rt R A B K W, Bl T AR
43 B R B B Y B VR TR B VR S LRV R AS ELE
NN i
2.1.71 HKZE5 aerosol

THBR - ARBRNEBR S EEWRANERERETEA
BRI R REMTESSS T . FE A E SR ENEAEY
BEERYB T RSB S0 2 ER R k& =
B M 7
2.1.72 BEFEFH|  spray

EHBW - FARBTRBWET TEEWEE S, B
FHEMEN BESKE. BFRIBIEMTERAEDEZRY
% H 5 R e IR A B 2 P R B Bk B (BT EE L
2.1.73 PEHE Bk herbal medicine granules

GG KRR ERER, IR R ARRR %5 o
BB R aEBHmRmarE =R Ry, HEFRES
HRAWETR TR ATHER . Z2T4  BHWRATE.&E5T
A=,

m & % 45 7
2.1.74 HZhHf traditional Chinese herbal medicine
eGP ERE T EARRIRITHRENRR Y EHYRT Y.

2.1.75 [EZhkt herbal medicinal material
SR 2R AL T T ok S B 54
2.1.76 A herbal medicine pieces
A ELH R T AP R e PR B ) A 7 6 R B e M A BT TR 25 A
e 9 .



2.1.77 R EY herbal medicine extract

S P T B I P 2 SR BUR R BB
2.1.78 BE extract

M AR RS R TR . REBEESRENAR,
Mo HRBEEMTRE.

NV & 4 & ®

2.1.79 KEEHATE fermentation production

A A A A B R R A R R ML AT B Tl e
7
2.1.80 KEEBA{V fermentation index

e R B A BB E R, — B o/
mL RR.
2.1.81 ¥EFEE medium :

10 gy R B0 4 A R R e B N DS R B SRR
— B E Y A AR AR (BERETR URERR
K,
2.1.82 (EG KB traditional fermentation

| FH 4R SRR E O A W B RS R O s (AR R Bk 222D
B B B ok AR PR EUR 2 i T . FRELAE PR ROR 25 I R R/
SFPE G PR ERR A R,

Vo o#® 1,

2.1.83 AWl S biological products

D4 0 400 B S A R 2 R A R A A RO, i R AR
B R B AR W B A B A BT A BR R B TR IR T AS
B, AFEAEE S MEEEE(ARER) JREIEE AU
HEERPNE RS ARE T AEKET B RARESN S
B 4 DA T LAt A 3 R SR, A B R B A SN IR L B T
POl PRSI E A g A R SRR
2.1.84 EJST M medical apparatus

. ]_O .



BB 2W 8T S RS SIER , 3T 585 B AR
EAIGE, BEER T AEBEE ]E AR S ERRGE,
2.1.85 Z2HHAH diagnostic reagent

B2 b AR AR AT A B S R e A AR R N R
AN R A SO T HEAT R T B IR 5 43 S A P9 A2 T IR R AR A2
A
2.1.86 ZHHHEER medicine auxiliaries

T 300 b 7 VT B, o A DR B AL R S R R R
LML T P EZ S — 2 .

2.1.87 EAS{E medicinal gas

BERZEER, LUARYT B S B B0% i B BT 450 A A
B, BAE R BEZ M SSRGS k.

2.1.88 EHE oxygen for medical use

BEE R RS E AR FERENER.
2.1.89 FETHES R medicine with radioactivity

FH T I RS 7 B8 % TR 7 10 B 5 R A R R R S EoAR R AL A
v.

22 T 2 8

2.2.1 EFh inoculation

BRI AZERE BB ERERER PSR,
2.2.2 ¥EF cultivation

| FH 4 5% B A ) A0 RS PR A AT AR
2.2.3 kP fermentation

ALY A Y R E AR RS = I B R B R R
2.2.4 HE separation

Xif WULH 4 B 22 40 43 BRI R V- LR RV B A
BRADNHAT TSR,
2.2.5 %5 crystallization

C11 .



(5% S5 A Ao 9 W PP T ST B R R R R
2.2.6 B centrifugation

FIAY R B ES T EN 25 Ve BT = £ 5 e 0 I
LB RV & A U R T M LA B VR VIR AN M ) —Fh Ty
%
2.2.7 duE filtration

FF 22 7L R (O AR i il R 450 ) L 78 K ity JBORL ) o » T /N T
LBy B —F B ., EEEATERERNDHE,
2.2.8 #FLitiE micro-filtration

DAL R ok e B G B o IR B Y i IR AR
2.2.9 #BihiTyE hyper-micro filtration

DAL AR 76 18 2K 15 40 K B0 9 2 18] (0. 005 pm~1pm ) B FFL IR
pIBUR/ WU UR/ UL N
2.2.10 Hikrhue nanofiltration

IAFLR 9k B B S AL i I Rt i R .
2.2.11 RB&ETIE reverse osmosis, RO

BFLAERATF 1X 107" m 52 % B 4 1 U8 A i ) i o6 ik
=
2.2.12 ZEH extraction

FI AR Y e v R R R A IR E Y P
B 25 43 B AR B 40 B A et o A O B AR
2.2.13 #EE extraction

DL — %2 B B B A R 7 L R O U R R B U R
.
2.2.14 FASIEE dynamic extraction

@ﬁﬁ?ﬁ%ﬁ(ﬁﬂ@mﬁ?&)@%ﬂﬁi?iﬁ@’ﬁﬁ?&i%%HK
U
2.2.15 [EFEFER reflux extraction
TRERZW BB NER G IR
» 12 .



2.2.16 ELFHRER continuous reflux extraction

I A Sk AR T AR 22 A S oL R RIS R
e B 2 R 25 ) R A SR A B T SR L AR
2.2.17 17»,’({&*1}%& microwave extraction

8 B A Iy N 98 L 7 A VA R o G 2 b 4 L A B B, R L
R PO R B AR
2.2.18 FEEHIREL ultrasonic extraction

i B A 7 U X 3 VA A At ) R B0 2 b 7 A el T R A
FL S, i R SR A3 BB H B R B AR
2.2.19 BiEFRER supercritical extraction

A A RAEERIEFRET (Eﬁrfﬂﬂfﬁﬁiﬁﬁﬁ:ﬂ"ﬁ =9):0]
Bk, 7E I 5 BT X R AT SR B i AR .
2.2.20 ik heat exchange

) R O A2 IR 4 9L B 2 HEAT B AT T AR
2.2.21 #EXR evaporation

3 3 T A5 Y R G A ) A T A B 2, VR VR AR 8 B
BT A
2.2.22 FEFELR rising film evaporation

VERTENRVE 2 BT AR 3, R B R BORRE E#it
TERNERE.
2.2.23 BERE falling film evaporation

MPE P IERZENEA B EEEFERTREHTELEN
TR, -
2.2.24 ZWEER multi-effective evaporation

—RERFE N ZREIRSIABT —ERSERRRSE
THEZNSRE.
2.2.25 MMEZEE thermodynamic evaporation

TWREREGTREES, R LR AR RERT EENAR
@ﬁ%ﬁﬁ@ﬁﬁo

.13 .



2.2.26 EZSFEKR GRS vacuum evaporation (cencentra-
tion)

EEEWERSTHITEENIRE.
2.2.27 ZEiB distillation

FABIR S Y £ HNE R EWARRSETAS T ER SR,
2.2.28 ¥ rectification

FERREREBESYEIBAESBENERBTE.
2.2.29 4FIHEE molecular distillation

EEEAS THAEESARZREREREMBEE AR
BEH A B BT,
2.2.30 T drying .

] P B BE AR IEL T A, 6 38 0kt P I 43 (K A3 B A A 57D
S4B AT 3RS TR YR AR .
2.2.31 ST convection drying

PO R AT 7 25 e A 0 YR Rk IR R A AR IR AR B
fERTI#EAT TR,
2.2.32 BHETH air stream drying

PR — 5 B 0 TRV B R B R R, R
ERBEHETTROTRE.
2.2.33  FALR T fluid bed drying

KB W R AL FRASAORE T 5 RASEHT R TR
U
2.2.34 IR T vibrating fluid bed drying

5 3 APV A TR A B AT R B R S T R e AR .
2.2.35 [NEFE flashing drying

VAR 2 P, e 5 B 9 LR AR R 4 BIOE LA AL Y 40
INEURL , 5 R AT FE 4 B B R B TR A AR
2.2.36 WRETIE spraying drying

L e A 25 5% RS T 43 B B VRO P, B3 4 A i

. 14 .



xR TR R
2.2.37 HMRABEHTIE hot air circulation drying

R A ¥ 2 TR T M 3T S T R, DA T G R R K A R R Y
T
2.2.38 WRETH tunnel drying

5 7 S AR T, 5 R A R O A T K A R BT R
K EE .
2.2.39 HZ=TIR vacuum drying

W R AE &, B A AP E S R TR
2.2.40 TR belt drying

VB B i i 4 B B AR (BB AT T I B B BE K
SEEWTRLE,
2.2.41 [HEET R rotation drying »

EYELE T A AR B AR R B R I e B B R
BRI R R TR
2.2.42 BT freeze drying

MBS R E R LR, B B A T KA B BB KT EAKR
kLN TRERE.
2.2.43 RETE radiation drying

LT T A T 09 40 e T L R W 3 A Ay 1A BB o K 3 R
AW TRERE,
2.2.44 TR microwave drying

FEWHK N Im~1mm BB ARBENERT, BRI AR
WO AL R FARE L K A N BIR AL I TR 7
2.2.45 45T infrared drying

P TE 0. 72pm~2. 5pm K I 405N 2% L B i B8 A T
2.2.46 mAHNTIE far-infrared drying

ST K FE 2. 5um~1000pm X 38 ) 378 £1 41 2% ¥ R % 19 9 5

15



T,
2.2.47 ¥y pulverization
- o [ A ek e AR FE 7 T DR R o B SR 7 AT (S L
R,
2.2.48 HBEK® airstream pulverization
R 48 23 4507 A 1 180 R A0 O B R VR [ R W R R AT
5 40 e M L (R 2 A SR L G 98 A B A AR M B AR AR .
2.2.49  HLBUE R mechanical pulverization
ot [ g ek s i SRR AR A P (B AR i AR
2.2.50 5% sieving
KRN ARE S — 1 BE —E LR 8 PR I R, 2L
2.2.51 &k granulation
bR Y B 55 1 AR B A ) BUBORL I L 7R
2.2.52 JBIEHIRL wet granulation
BHkYR S — E B A F AT GREAD AR S, IR R LR
AR AR SR i R .
2.2.53 BHEIES IR wet mixing granulation
A RS E B EA N, B B HEHE & BB R YO , 250k
T390 I kL Y o A
<2.2.54 Fr#lBE dry granulation
TPk BB B B RS S E B AR R T
BURLHY AR
2.2.55 ELEBR.  centrifuging granulation
R B ZE LT BB MSREENER, 510G RS
AN ERERETRENERE.
2.2.56 mEEHIR spray granulation
B AL SRR OB T BB A BT R B AL AR Mk b i
ZHE B BIBURL , TR B I8 41 43 A BRSO R R 28 R T A T A
.16 .



R
2.2.57 EH granule sieving

SO W S 5 T ) T B B A 7 T O 16 D 9 BY LT AN B IR B
J W, 3 5 0 18 O 3RS S BRI R AR
2.2.58 {EH  mixing

PRI R L R 5 E E R R A R
2.2.59 BiR blending

B RRAMKYEESYSEBIR-HENREEIE.

2.2.60 ZHEHES inhomogeneous mixing

VB4 7 SR o AR 8 IR R 3 3 i TR B, 5 L ARl IE 32 RY
KERBEE B, AR NESHEHNBRAEAT . WREER
AR AR A SR A
2.2.61 JEH tabletting

WA — R E R 1 T 1 BURCIR SO R 68 | T B sh A
IE) Bt B L 7 LR MO AR PR TR U IR |
2.2.62 AXRK coating

ELYHE HREAE—BRYPE URRHYR TR RL
A MY R ERERE.
2.2.63 fHEAK sugar coating

EHYE R NEROE BRI R
2.2.64 AFEEXK {film coating

EEF A ETAE - BEHBRENE S TREYKR
2.2.65 kit granule coating

5 [ B, e S 5 T R S A AR T BB Y R IR
Byt .
2.2.66 WHEFEHE , capsule filling

6 25 1 B8N T ‘BT RS AR B R L BORL /D A BN LA TR T

: NEVER



L EENETE,
2.2.67 JRFEME  capsule polishing
¥ BRI 2 B IR B R E MR EBR AL AR .
2.2.68 WEHIpE4likEEE | softgel by dropping
B e B B 2 WS T A\ R HE TR U B v VR 5 B LR R
BHIRE. .
2.2.69 FEHEEHZKKE softgel by pressing
W 25 0 R B T B 5 A AL A B B 2 [A]  l ad AR
LR PRl U B B L AR
2.2.70 ¥ softgel washing .
JEE 2 e e 3 5 3 A PP 3% R E SRS B A1 SR TR MR ST R Y
2.2.71 BEFELE ultrasonic bottle washing
FABEENRGEREEANBARRAERY ERY
g ‘
2.2.72 BEMTKHE tunnel drying and sterilization
) 3 e % T 5 M N 5 o B 45 B — S W R IR 5 2k B A
THRXENLE.
2.2.73 % filling
YRR R — R EAGHARARNTE.
2.2.74 JEH filling and sealing
PRI E B A A ARA SIS ER .
WE R TR RSO .
2.2.75 4rEk filling, powder filling
YRR E R EREAGHARAHNLRE. E¥E
AR YR R .
2.2.76 R rubber stoppering
. EHRASES L EAREN R,
2.2.77 HJEE semi stoppering
. 18 -



EHRARERBIEAREEFAZLEH MEFFZR
MPNERR. FERATETHSNER, B RREETERE S
FR 24T FHAE T % H BEE .

2.2.78 #.% capping

EHGAERB EMARTIFHONIE.

2.2.79 TR lighting inspection

RELMWBEHAESHET BT RERER RE,
SRR A TE BRI BIBR A S i L2
2.2.80 ATHTHR: inspection by eyes

AN T P B 2 T e X 3 A 2 W B R R R AR AT AT A
S BRA S SR
2.2.81 H z‘gfld:Tﬁ automatic inspection

) P S B 5 1 4 W B AR T 25 B U SR R L 3 S AR
Xt R, DL B B4 I s I L R B A A B ER R AR,
2.2.82 RE primary liquid preparation

HRHE Ab 77 B 5 P B LR LU AT U AR VIR B B R

B i SR R, R R SRR R,
2.2.83 final liquid preparation

W 2 o YRS W RHE T ER M B, j]ﬂ/\ﬁ 7 (— &
26 T3 A/ FEATRE R B BRI 4R, DAGR L BRI A T EOR
REELERE . XFREE”.

2.2.84 FTHEHIE sterile filtration

1 25 B U DL 8 EL P B AR A BRI R R R R
2.2.85 &ugidiE final filtration

HWEARBRLAEABNRE —ELEIRE.

2.2.86 Mifs de-coloring
SRR R AR R EEERKEE.
2.2.87 %l leak test
Bl B3 AZE S H N AR RE SRR RE.
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2.2.88 @KETR leak test by colored water

%Fﬁﬁﬁﬁéﬂ‘]ﬁﬁ%%ﬁ%ﬁ@%@%‘%%@ﬁﬁE‘Jﬁ_ﬁc. *
BRATRABEEA RS MR E.
2.2.89 EZ=KBR vacuum leak test

F R EZ %*’“&JB%/\%M#%%TE‘J@%&%%%@&@E‘J
Pu
2.2. 90 KE sterilization

AR o=y, (6 LA S A e 3k B TE B ARIE K P Y AR
2.2.91 KRERFH sterilization period

TER BN T HIT & BT BRNER
2.2.92 BHKE thermal sterilization

F AR ERAFR G UK B S FREMAEYREFRER
T TR & A AR T 2% A AR M B 5 1 38 P TRV e 7P R B K B
2.2.93 FHKHE dry heating sterilization

P T #as Sk B R RO AE W ST R B A R B T 9
2.2.94 THERE microwave sterilization

DA K 1m~1mm B30 B 3k K TR B@X%ﬁf’é
2.2.95 EETRE radiation sterilization

R FBET ERAI R Co60 FEAR i v STR R R AE Y MR
T, ,
2.2.96 SEKE gas sterilization

LA BT B 0 SR T IO 8 o 3 PR L2 1
ERNARELE RE. AT ELE FEE.
2.2.97 ZHERKE ultra-violet sterilization

LA 200nm~300nm Ky 58 SR b K B IR B0 K B8 T ¥
2.2.98 SIERE bacteria removing by filtration

P E T ERRMAEYHSR, ¥ ATRE RARENZ
ot 2 VR S VR P R
2.2.99 fuik packaging

« 20 o



A A B TR T BB R B R SR
2.2.100 R primary package materials
- B B A OB 24 R R 0 s ELFE AT AT Y AR
2.2.101 B blister packaging

BLPVC @A PTP B v aEEMa R B ek,
NRREREE A .
2.2.102 4B ALEE double aluminum packaging

2 LL PTP 455 ﬁﬁ@;%ﬁﬂﬂﬁ/@%@%ﬁxf
2.2.103 43  secondary package

AR, ERES R FERRP AR T EE
YER
2.2.104 sl processing

PR E I, AR SR 2G4 B B B A B R | R 0 N PR LA
55 B BT SR B — T e I R 2 BOR .
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3 BEHETEH

3.1 ¥ £

3.1.1 ¥k material
25 5k A 7R R BT B B SRR BB AT R A LR
3.1.2 JEHEB raw and auxiliary material
B2 A1, 2 AR 7= P BT B R
3.1.3 FE= &% intermediate product
SERLER AN T RE PR &, MRS — S M T AR AR aR
7=
3.1.4 Hak intermediate product -
[ “ o ] 72 7, 548 JRURL 2 A 7= v & B ST R/ BA T RN BT TE
BB )=
3.1.5 =& product
eSS BPEANY S, BE P E R AR
o
3.1.6 fFEESH bulk product
WMARFITEE B AR T FrA H i TRF ™ & .
3.1.7 RS finished product
B SERUTA 25 A PR R e S R AR .
3.1.8 fmEHE package material
25 G AL 38 BT B AR, A S 2 R B R R A R AR LA
#5 ED R AL 2E AR (BN ELHE Rz RIS AR AR .
3.1.9 ETRIEZEEH R printing packaging material
A AR FEL R A A A B, BN F T AR U
HE. Ke%.
. 22 .



3.1.10 ARTE utilities
%%EF%%B@&%%%EQ@%%\'J?{.%%‘Y%%\Y’%%Mc%
SRS R RFR

3.2 T B Xk

3.2.1 EBHITZERK pharmaceutical process water

B2t = T AR R A K LI VE AR AR B K VE
FRK.
3.2.2 JEK raw water

HAEH T EAKEFEERRE A HE— S AR,
3.2.3 ATERAK drinking water

K4 B Rk PR K AR AT B R KA VBRI HK, AR
R
3.2.4 4tk purified water

KRBT BT RE RS B e B A3 B O R AR Y
125 FIK R & A ds ], FL R N A A B 24 ) ai bk BUT
HHLE .
3.2.5 IESTHK water for injection

i 4l 7K 28 2R B 1S B K E R B R A (R B 2 L) 1 5
KT RIHRE
3.2.6 #iZEiA clean steam

szkéé%ﬁﬁii%%ﬁ%&ﬁ&%ykﬂﬁX%E@%ﬁo-
3.2.7 TH¥RAKASBEERS process water distribution system

H\Iﬁﬁﬁ?ﬁ?iﬁﬁﬁlﬁ@%ﬁ@]ﬁfﬁ,ﬁ@ﬁ%]ﬁ%)ﬁ?ﬁWﬂ%@
RG.
3.2.8 H4&E hygienic/sanitary

T B 24 5 A 7 P R 1Y 4 1 GEE R ARG MESFLHAE
Ry BEACEL R , DABT AL AE TS B
3.2.9 DARE sanitary piping

o 23



HETDEBERNEERE, BFERT] VEE EEFF.
S 3.2.10 A dead leg
BEREERG T ERIER S ORI B &, TR B &
AT REBE 5 G i X3
3.2.11 &k electronic polishing
FEABAEER FEBEHREVFEMALENTL. X
PR e R A6 .
3.2.12 HAEVLE total organic carbon, TOC
KPFEENYHSHE, REUERERSHANYRER
— LA RN,
3.2.13 REHET ozone disinfection
FAREHNBEERRMEYRHEETE.
3.2.14 24 R7FE . ultraviolet disinfection
JH 46 A0 2R O IR 5 RIS SO i AE W B T B 7 3K

3.3 £~ & B

3.3.1 it batch

S AHETMLS R4 BR TS —REMEEr
—EE R R AR B '
3.3.2 %5 batch number

FATIRHI— M ER A BA M — N FED P
HE.
3.3.3 d#itics batch records
L BTIR e A R BRI AT B A BT SO A
B, TERTES S REARNALEER.
3.3.4 5§ contamination

TEAF B AEREFAE N EFSERERELEF, R
Rt LR AL P R U B B AL S B A R
R WA '
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3.3.5 XG4 cross contamination

AR ECRE R R[] A B R A R AR A LTS G,
3.3.6 JHsrAEFFX independent production area

AEFEG RN A Y T BE R G B A T X
3.3.7 HAHE™KX sharing production area

HE PR BT N 1 R A 1 R G R o B A R A B A R X
3.3.8 MrBetEaEr=m=R periodical production,batch produc-
tion ) .

LA =X, — BB ] P 4R o A P B — 7 i, T X A L Y
FR A K B Be& . T RS HTHIRE I 2RI &%
HA 7= S = A G R BE BL T , BT 5 — P = i B 7
3.3.9 BE{EHLFE standard operation procedure, SOP

Z HE e SR IR A RE P 5T VIIE R RS R
REFIAS 6 % 24 5k 4k 7= 0 30 00 8 R M SO B RR AR vE R VR L AR
(SOP), . ‘ ’
3.3.10 rhjE/EH in-process control,IPC

jﬂﬁ@?ﬁnﬁ%ﬁ%ﬁ?ﬁai#'?ﬁflfiﬁﬁﬂﬂﬂ%ﬁ%U{@
e 6 BB EAT VT T ARG A TR 2 AR I AR R . AR PR IR B
e il LA (A 4 R i — 3B 42
3.3.11 ERREE alert level

RO HRES R I IE ¥ E L ERB R 2 mIRE, FET &
%o, T B BRI 4 IE G A R B A ‘
3.3.12 4RBEE action level -

RENXESER L W 2R, FEHTEEH RIUEE
Y IE R FR B AR UE
3.3.13 £ quarantine

JE AR R R AT ) H ] = \ﬁ’@.%ftr%'ﬁﬂiﬁ RAYETF
BEHEMAS TN ERERX 4, EAFHFREE=® L1
B Z AT 7F SRR AT e RS .
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3.3.14 #HH  seal
VAR ERBEEN RS A, LB ILAMREAETHRA.
3.3.15 ¥ AT parametric release
& GMP Z8UUATHER  RIBA 2L B T ENE
BREBH A BT ERENIATRS.
3.3.16 ¥4k cold chain
HEH AT R 2R SENEE EREEF P, EE4
WA FLRHFTLTFOMBARET . URIEA R EEL 2, F
R S0 B IR V5 Y R R B 4 R 4
3.3.17 B cleaning
Kok ER BTG LB ERRB AL TERENE 2K
D Puy N
3.3.18 EHE: disinfection
AR R KBUR A Y R 2 .
3.3.19 ENEEE clean in place,CIP
REMEEERZEMNENUEMBIFMET HIELE.
3.3.20 TENKE sterilization in place,SIP
REMRRERZEMEAUEMBIIFZHFTHREA.
3.3.21 BEIEH detergent” )
FAF R IR 10 A0 1% 4% 3% T ] BE % W JH 3 00 380 A ZE e
ZREBYHAN R .
3.3.22 HEFN desinfector
TH 2 BT B Ak 2455 5 L B 08 BOm AR W B & 7E Smin~
10min T FE 99. 99996 CF [ 5 X E 84D , (HABEAR KA FHI
IEWRE. |
3.3.23 T A production tools
A AN TREMSENGERK.
3.3.24 HHE cleaning tools
TG R BIE TN DA S ENSER,
. 26 .



3.3.25 LH sterile
A EEMEYFTE.
3.3.26 TLHEZM sterile pharmaceutical product
R R R T A LB AR R AR
3.3.27 EXLHEHH non-sterile pharmaceutical product
e R 25 SRR v TP R B A 0 B G 0 SRR R JEOREES
3.3.28 FTREAE~TE sterile processing,aseptic production
VR TC R S T A= Tl A T
3.3.29 EAKHE terminal sterilization
X 7= i HEAT R B AL 3R, LBE 7 5 P A 4 R A TR AR (I TT
(R, SAL) R EE T 1X107 A0 3. 1 H SR AR R
5 K B 7 1 kT v R B 1R (Fo ) /B N R T 8min. iR AL
FRTERLKHA.
3.3.30 HRAKEZH final sterilizing product
HREEARBEAEARPZE, TRAMNETERE
B . 3B P T R A A R R
3.3.31 EBLKETR non-final sterilizing product
TRTi 6 18, TN B SR P 3 ) 07 YR AT K, AR 7 e AR A
HI A BB ‘
3.3.32  FRuEREAETE standard sterilization time, F,
RE DB THRE WAL 121°C T R RER
3.3.33 THEEIEKTE sterility assurance level,SAL
Yy R R E T A A W A TE R
3.3.3 THEEFEOLOK core area of sterile production,
critical area of sterile production
FHEAETHABRS, G HMSHRAEEMOaEM R
BT PR A T T B B AR 3 B DX
3.3.35 HAMPMAEERE occupational hazards
TE BRY 3% 30 b e A R (B0 FEZE I ST REXF B A BEGB R (R &
: . « 27 o



VR BB S ¥ A R A E RS &0, XRBFLREERR. €

fEibsE R EYMERR.

3.3.36 B IEMLFRE occupational exposure limits, OELs
35 5 3 7E B 16 B B b A R B, X R B R

Mg S EA E/E M M AT EMAKE, BRU A ERNR#E

fl PR A 2 1E

3.4 WIANEWIE

3.4.1 FPERP user requirement specification, URS _
RIEHEATRECH BN AR HESFEEER, XS &
#. T BEMEEER G EANBEENR, RS EEN B HE.
B ESREE T/E, XRAPFRUEHA.
3.4.2 WA qualification
IEREMZY ) B R E Mg & EWETIF LR LS8 m
B RED .
3.4.3 %it#aiN - design qualification,DQ
FFINEIE REMEEN BT T ERF B E BRI im &
FREEIE BSOS 3 .
3.4.4 ZEHIA installation qualification,IQ
HHFNEERUEE NG REMRER G HEN R
Rl 3 7 R DT A 5 AR A R SO IR R
3.4.5 EBfrHih operation qualification,OQ
HHFNCZERUERHNRE. REMEERETRSNTER
- WIEFEBT SR E EIEE IR R,
3.4.6 PEREWIA performance qualification,PQ
FFINE R E RN R A& R IR HE M8 A 7=
MR ARERA SR E (ERES BTN E. &
TE R SR % .
3.4.7 WIE validation
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R4 GMP R, SE BRI IT /O A= T8 B R
70 5 2 G0 S0 e S BT 45 SR 0 SO IE A B — R BT BN .
3.4.8 ﬁiﬂfﬁ% validation protocol, VP

HE T BAE T HER A 347 80— A BRI, S E S50
B R A R A L AR AT TR A IR 4 SR A P E AR
3.4.9 HiERE validation report, VR

3 TFRIENE 3 0 508 & BT 18 A R B B MRS
3.4.10 HiEFEiHR validation master plan, VMP

WF TAE& & B SO, A L L T E HIBRAETT 5, HA
MEESSVEREREBRORAMSE, BIEEITERER
VA B TR ATE 2 T, B A 4 1 36 TIF T AR B B IR T A, HLRE S TR T R HY
e I
3.4.11 ASEEH change control

— A Bl I 2R 9 SR AT RN 5L E B AR AR E AT
MM ERES, XRTEARE RSN . AL REXLZNE
BERAS ., AEEH K EH R EERERSE—NERERIERR
75 B R BB HE I » K 5 G AR SR B SCARIE R \

3.4.12 FETIE cleaning validation

BRI R N SRS ERERER AR
He PR BRI A RIS B
3.4.13 [FIHBiE concurrent validation

5T A PR 25 AT EL AR M A BB 4 B R UE T B
3.4.14 TEWIE process validation

SF B T 3575 58 2 0 BB P9 B AR s AT R AR 7 IR A
STERBAREMRERENZHORIEES.

3.4.15 WKL prospective validation

FEALL IV T 3 4 68 P 25 S LA PR R BT AT B B E
3.4.16 [E AT retrospective validation

FRIE = B L 0 AR = R I 0 B R YR, W — B
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M 0 PR R T T B
3.4.17 BRIt re-validation .
yﬂ%ﬁﬁf’ﬁﬁ?ﬁ%ﬂﬂﬁﬁf@%lﬁ/ﬁ%%@:ﬁ,Xﬁlﬁﬁ‘ﬁ
=R EETA RPN ET R EEERIE.
3.4.18 HEVLIIE computer validation
B SCSRIERHEN RGN ER AR E TR EN, B
ERMBERTHUREN, HELEELMFEMERENSHT

3.5 W B & &

3.5.1 K risk
RERENERMEENAE.
3.5.2 REREEH quality risk management
- FEECANTE A A BN, 2 O B KU TR A L S TR A
HENRGELE.
3.5.3 A product lifecycle
ARG, 2 EHEFHEBETHENEH.
3.5.4 REGEEZ risk acceptance
B X i R
3.5.5 Q& risk analysis
S it R s T 4 SR XU B DA
3.5.6 RUEITEAE risk assessment
7E— /R 3 AR rp 0 S R RS B SR B R E T LR R
it AR , AL IE 5 BT R A K 32 5 KU Y 43 5 VA .
3.5.7 MEEWE risk communication
FEph s B A AR A Z 8 5 A R XS AR E A E R .
3.5.8 &R risk control
AT X BB e B T
3.5.9 REETEH risk evaluation
.30 -



FHE B 50 M B O BB A T B KU 5 48 8 B RV B AR B
B, AR R
3.5.10 X iR 5] risk identification

ARG G B S 2ORR 7 BT ik R 58 5] 3K (8] 8 A0 18 e AR
3.5.11 XEEH risk management

1 VRS 8 PP Al R B A A R, RE B EEUR B F
MM RGN A .
3.5.12 XS REAE risk reduction

AR B R A M SRR P B M T R B HE T
3.5.13 KB HFZ risk review

R 48 IR I AH 56 B0 37 19 G R B R RN 22 36, o XU I 8 385 7R
MgE RFTHE RS M.
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4 EHFRBEH

4.0.1 *%%Eﬁ% - central lab
ﬂél—ifzﬁi Jﬁjﬁﬁ%‘]%ﬂﬁ%ﬁ*ﬁ%%ﬁfl
4.0.2 iﬁ@ﬁ building for scientific research
FAF SR 2 B AL e TR RS, S SC A b R B A
B A FIRIGS, |
4.0.3 LHE Building for lab
HEATAERSEHRMLE TENAR  AfERAZRE.
LHEHEMFRIIEE.
4.0.4 BHSLHE lab for public use
BEATEERMUEREMBEETEEEREMEMERT
ERZRE.
4.0.5 LHILBZE dedicated lab
AR BT R (VER VER . EE B R ik @i%ﬁ‘]‘ il
LR T B AKE 2% L R B, tfd‘ﬁ*%%jﬂﬂf(ﬁﬂ%?iﬁl{i A
BER T RS MR .
4.0.6 HYIERE lab for bio incubation
70N T IR B4 PF F b A7 AL 030 35 00 P 3 » LT U W 3 5%
guER R RSHE. BEROFEFGOFHERE LK,
255 K4 BRIBE U R R EE IS .
4.0.7 HYREELEHE biosafety laboratory
i 1 B 4 B [ R A A ﬁﬁ@?ﬂ&%ﬁé%kﬂ’]ﬁﬁé%*%
EMY LR E AR TR E LM AE.
4.0.8 LY microorganisms.
Bﬁ‘ﬂgiﬁ?ﬂjﬁf?ﬁ%lﬂ%ﬁ%ﬂ%iﬂ?ﬂ%mﬁﬁd\i%%ﬁﬁ
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4,0.9 FEEMLEY pathogenic microorganism
RS REARNYERIBEY .
4.0.10 LT biological agents
—IE M ER EYTEENY .
4.0.11 JREEK pathogens
AEN SIS YBORN YR F.
4.0.12 H¥E colony forming unit, CFU
AR 2R W A A A 5 2 b AR KR TR R Y B IR AT
JIN:E: 27N
4.0.13 VifEHE sedemental viable particles
B EATIREY RN EE.
4.0.14 FIFHE airbone viable particles
EREANRFESRPHEE.
4.0.15 FEHEEHE surface viable particles
HEREASYRREFENETE.
4.0.16 NEZE endotoxin
CEZRPEEARE EN R EMEANESY. 449
HACHAREESBEREANER WEXREHAMBRETI
RN .
4.0.17 A5 K level of microbe contamination
FAE T IEOBE JFORL 2GR 36 W ek | Hh TB1A SRR 25 R A i i
KB FIMETE T NERAMEY REE. MEISYRKER
BEARAE TS 3 , B AR A VAT , S S DL R A . AR 4R
Y B A Y R .
4.0.18 TLHEKE sterility test
RIFZH A ER LR ERMOZ & BT8R A R R A
i i B, A 25 LR T B A — b O vk, AR N T 7 AT AR
BHEERINEE = RREL BN —EETEH.
4.0.19 HaEYHE microbiology test
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R E KEH R KRR R Z MY REENT
%, RETHAEAEN BEEECBEEEEREAE.
4.0.20 HAEEHEYREE microtest for potency of anti-
botics
EEEFEFT BIEERNTEITLEHREOT, @ g allins R
XA Y R VE A T B A R IR D BT k.
4.0.21 HEANEERETE endotoxin test
RS B R RN A EAE R, LA A5
FHENERNRERSHAEREN —MITEE.
4.0.22 [HMEXT BRI positive control test
ATHNELEEEMMAE YR ENAERERETE NN —
o BRI T ' E
4.0.23 ViBRBEHERE depositing bacterial concentration
EESENAER 9Omm BRI ESSHEE—EHE,
HZBEFEHHNEER(CFU, RES K B AT T K H
B /m®), WRTIHEEERE .
4.0.24 FIFEHMEUWE - airbone bacterial concentration
AEHESSPREIRE W RERFREZIERGENE
EH(CFU) , RFEE KRR HFRABCN/m®) , FFRF IR E,
4.0.25 FELHFERE density of surface contaminated bac-
terial
AREFEEREE A RERERER/ENWEELHRCFU,
RFZFZTEWE R M EE A /m®D
4.0.26 HYR4 biosafety
BAERAYEFY I EVEANRREREENES
.
4.0.27 SCIEEhY) laboratory animal
SN THEE X E W e E £ R SEAT RS, B H R
Wu & R IRTEZRE , I TRHEBI A (B AT R DA B ARl 4 52
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4.0.28 LIS i% i experiment facility for laborato-
ry animal
VAW ST, S0, B2, A W 1 2 BOMI 6 P AR 7 L R B
B BT HEAT 3 My 2 5 M B S A & B AR .
4.0.29 LIS AET=i%H breeding facility for laboratory
animal
T L5 sh Y A 7= MBS A& 5 BFK.
4.0.30 LEFIEEN conventional environment facility
RHELTERRER A TFLRIYEF R NERY
MW B,
4.0.31 FEIFEEE barrier environment facility
HERBERRER, HFLRIWEF R LR O ERY
& B,
4.0.32 EEFRE conventional environment
FasiEEMERER, BHARNY G . Zil%ﬂiA PNz
STEEHERET, HRERHFENYHEANRE, EHTFRAEE
MR ER Y.
4.0.33 REFE barrier environment
HE YRR EAZR, PHEERHAR W RMEK3EH N
W ERTHEBELRY R TR ERBEASRIY .,
4.0.34 BB isolation environment
RATCHE R B 2 B AR BN B ER S E T4 k15 e i
PR, 3E F TR B T 4 e 4K . & 4 (gnotobiotic) & BB (germ
free) LI 3HY) .
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5 EZ TR

5.0.1 EFTIHWREKX pharmaceutical works area
H 25 AN B 25 T oll 4 Ml F R S R ol 4 A B AR — R H X33
5.0.2 EZTVERAREMRL planning for pharmaceutical
work area
7 E AR B3 S F AR SR B 25 Tl [ XA 7P M LR 5 o Bl X
PG M A B B A A TR R AR R PR
LB RERTHEELZANITIE.
5.0.3 EZ T T planning for pharmaceutical plant
P MR B EE 2 Tk Bl X MR 38 B T, MR T
A P S AE B B AR N A A TR RN L B R B i
ME FTBUIA B A TE IR S R AT 4 — R HE, B E B B R AL,
T X [ A S Y AR
5.0.4 BEBHEEHZE pharmaceutical clean room
EEERRTFHMAEYKREUREBE BE ENESHEFZE
B B= 2 4= 7= 5 18] SRR 8 =S ] .
5.0.5 AGABILEZE room for cleaning human body
AR FESEATE R X 2 B4k — B P AT AL A 5 R
5.0.6 YRlEALAHZE room for cleaning material
YR TE HE AT X 2 R i — B TR P AT AL R B TR

C5.0.7 A people flow

AP AR A RO X B 8] AT E B B AE .
5.0.8 Y " material flow
A TR A R R b 2 B R LR TR T X B (]
W iE 3% B R
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5.0.9 HYEH=E biological clean room -
HEHESSTPERMAYEHNEREHEANREZN,
5.0.10 EKHKE air shower
P B B R SR WO SRV BR R AT XA B/ 2 T R
ERTFHNE,
5.0.11 ZZpE buffer room
ﬁEEW/I\Z:ﬁ?ﬁ@%%&ﬁjﬁzrﬁ]ﬁirﬁ]—*?ﬁﬁgzq[ﬁ_‘]ﬁlﬁ]z
A B RGN,
5.0.12 R8(E) airlock
FEEZEEEBAD, N T FEFES SR E S =
BB 8B
5.0.13 FESRHZE positive pressure airlock
SBENENRKTHAXEHIUE.
5.0.14 HMERME negative pressure airlock
SHENEHPTHEXBHIBIE.
5.0.15 {&EmAE(E) pass box
FERREE E R EMEAE A AR R M AEEF AT
T 1o v I 22 1] B v X 5 S ¥ 4 IX 22 1B 7 7R B W 4 45 LRV R
BRTHERYEMISR.
5.0.16 SHHER air distribution,space air diffusion
SHENESHEIEAMS A ETEEAS, UHES A
5 B A 2 AR B TR E G U A E RS T E A K
5.0.17 =SEFEHE air cleanliness
L B 37 A L 2 A%, LR AR R T R A 0 B R SR X A B T
BE.
5.0.18 &k E particle concentration
B AR SR BIFATHEE.
5.0.19 SHWE microorganisms concentration
A AR E SR HAEYREE.
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5.0.20 EFKT airborne particles
FFaaiE%EN R NS S P EPRT R T EZE 0. Spm~
Spm {9 R AR AR F
5.0.21 KEma air pattern
EREKW T EMHERE.
5.0.22 HENE unidirectional airflow
W BTy T B AT R 3 B M T b R — BUR SR
.0.23 FEEMRR non-unidirectional airflow
FUAS 545 B 1) 9 5 LRI
.0.24 RBER mixed airflow
B A B AL A R
5.0.25 TEHEHEMR vertical unidirectional airflow
57K S T 2 A R .
5.0.26 KFERAFRK horizontal unidirectional airflow
57K T AT B BT U '
5.0.27 FEEZEE room differtial pressure
R B E S 2 1E .
5.0.28 = as built .
WD 2 E A, TR 3 I E AT B B R
N
5.0.29 #HBE at rest 4
WD 2R, A PR A B A E S, IR RGN BT R R
REBITEILTET AR,
5.0.30 zHE in operation
PG DL RE HR AS3B AT » 8 LR B A R Y » IR TE B E BOIRAS
- FIfE,
5.0.31 BHEURE)HHE room recovery period
EHERERE LS EREENE M RIREEET I
YREAT, B IR B A IS P T R B R B ] LA SRR R
. 38 .
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5.0.32 [REZ isolator

B4 B 4 (1SO5 S B E M ik i FE R A M= LR E Tk
i EL I ERFR I 1A 4 5 PR BR B8 (TN L T 7E B T e B ANERAE A B 58
EFEENEENRS.
5.0.33 [RHIBEMEERA restricted access barrier system,
RABS :

— A R B A N E FEAMRENA RS Eid
FR | BV E 5 7= 00 BB A O SR AL 5 4 R AR RS B R AR BR
B, TR 7= MR AT S B fR AP .
5.0.34 HARXRERSE opened restricted access barrier sys-
tem,o-RABS

[a] Ui 2 JE 10 B 05 [ 3] B 2R 45 i BR 1 B2 kR B R 4
5.0.35 HRFEERS closed restricted access barrier sys-
tem,c-RABS ’

I X3 3o 2 T o TR A T B B R R e A
4.
5.0.36 FEH glove box

—HEAWEEKFENRIEM, ‘ﬂ@%’é(’ﬁ%ﬁ%%ﬁé“&‘%ﬁ "
BAEEERE SY R/ M0 E R .
5.0.37 FHHR clean floor drain

BEKE B . BEUREHAEEREER, FILERK
ZRTKESKBROERIEKSE, REHETHRX LML
.
5.0.38 JK#H water seal

H—E BB, IR EF RSB RBAZHNEE.
5.0.39 FHEEK non-polluted industrial wastewater

K2 RGP ZRME R TR,
5.0.40 SHEEK wastewater with active bacteria

W R A R R T HE S B B A WA R A TR K . R
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FEKEEZYBEELE T EEREAYEEIHRRE &4
BEHE AL Rk AL B8 R G AT IR SR AR AL 2
5.0.41 EEFEIK wastewater of biohazard

WEEEAYETERTHEEETEK.
5.0.42 JHCEHHEEIK wastewater with radioactivity

AT HEZE & AR S WK D g 7= 1 B8 vp 72 A IS A U
FEHIEK .
5.0.43 JKETEEBHAE TR compact line for ampoule injectable
production

HZEEMIL AR R E TR S ZMEHI U RS
| RREESREARNRHEE.
5.0.44 REWBESAE L compact line for LVPs produc-
tion

B B R A VRO B AL L TE AL ESE AL N ZE S O L EL AL
BRI VL A LN KRR B B
5.0.45 TVHMOIRBEBIA LR compact line for vials injectables
production

F MR L6 A L I o X R B T 4R WL VR MR E AR OB A 030
HL L3 LA R B R 28 DL 4 B Y T AR BR B 1 4
5.0.46 FEHIAES clean bench

R EERESETEESENIES.
5.0.47 HYERELE bio safety cabinet

—Fh A R e e HE KA, T B IR R MR IR R R T il
R PR Y RIE
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6 B FY45IiE

AAALAC Association for Assessment and Accreditation
of Laboratory Animal Care H bRz sh YA FHA AT & A&

AHU air handling unit = REPLE

A/L air lock i

ANSI American National Standards Institute EKEEB
RinEEE

API American Petrochemical Institute/active pharma-
ceutical ingredient EEAMDS/ BRI GG YHE S

ASHRAE American Society of Heating, Refrigerating and Air-
Conditioning Engineers,Inc  FEEREE. G255 =TS

ASME American Society of Mechanical Engineers
ZEVW TR &

ASME BPE Bioprocessing Equipment Standard of
American Society of Mechanical Engineers EENM BN
kT EY TR & NIRE

ASTM American Society for Testing Material %2HE
R R &

BAS building automation system EHYELER

BD basic design - ZFEREIT

BFS blow-fill-seal w7 &)

BL  bio-safe level He Wy B2 2K

BMS building management system BEERH RS

BOD; biochemical oxygen demand 5 HEREE

RP British Pharmacopoeia e [ 2h i

.41 -



BPC bulk pharmaceutical chemicals Bk

CAV constant air volume EXE

CFU colony forming unit & BN

CGMP  current GMP  BUATZj A7 LR E B AL

CIp cleaning in place ENE

CNC controlled not classified BHR TR

CODcr chemical oxygen demand EEERE

Ch. P. Chinese Pharmacopoeia h [ 24 di

Ch. P. 2010 Chinese Pharmacopoeia 2010 Edition 22]
FE 25 8 2010 i

DD detail design e T B, kit

DOP  dioctyl phthalate 4B F B ¢

D/H dry heating T

DP  different pressure EE

DQ design qualification A

EMEA European Agency for the Evaluation of Medici-
nal Products R BA 25 S VR LA

EP European Pharmacopoeia R I 25 i

EPC European Pharmacopoeia Commission BR YN 25
BERS A

EPC engineering/procurement/construction Wit /%
W/

EPCM engineering/procurement/construction/manage-
ment Bt/ kM /i L/ B

ERP enterprises resource planning N EEH R

EXP explosion proof BF 12

FAT factory acceptance test T 5 el 3k

FEED front end engineering design s TR

FFU fan filter unit RUHLE I8 T

e 47 . :



FS feasibility study AT AT

GAMP good automatic manufacturing practice g 3zh
A4 ) B G M

GAP good agriculture practice HhEh b AR R R E
I

GCP good clinical practice 25 B PRI B AL

GEP good engineering practice BiF TR
GLP good laboratory practice i AERERPIR R R
BT '

GMP good manufacturing practice HEETEREE
BL:5 R

GSP good supplying practice B EREEEAN

GxP  GCP/GLP/GMP %4 & lfs R B JR HE ALY 24
e[ Vk@??ﬁﬁiﬁﬁﬂ?@%ﬂ%ﬁi?ﬁi}?\ﬂ%ﬂ?ﬁ%i/\ﬂ?ﬁ%

HACCP hazard analysis and critical control point 1&
B X R

HAZOP hazard and operability analysis e S5 a8
Ve 43

HEPA Filter high efficient particles air filter B
R R

HSE health, safety and environmental Vi e
78

HVAC heating ventilation &. air conditioning F B

H¥

BREERAT
ICH International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for
Human Use A%%%E%&ﬁgiﬁ%mﬁéll
ICH Q1 stability R MR e
o 43



ICH Q2 analytical validation ST E

ICH Q3 impurities 2 i

ICH Q4 pharmacopoeias 2y

ICH Q5 quality of biotechnological products 27k
AR R &

ICH Q6 specifications HAG

ICH Q7 good manufacturing practices (GMP) 2
A R R AL

ICH Q7A good manufacturing practice guide for active
pharmaceutical ingredients EMEZEY A E GMP $55

ICH Q8 pharmaceutical development YK

ICH Q9 quality risk management HENEER

ICH Q10 pharmaceutical quality system Y EEAK

%

IPC in process control TEaEER

Q installation qualification TEEHIA

ISO International Organization for Standardization
] Fr b HE AL 20

1SO14644 Cleanrooms and Associated Controlled Envi-
ronments V& E FAHRZEIFE IR E
ISPE International Society of Pharmaceutical Engineer-
ing ERFRHIGIEDS
JP Japan Pharmacopoeia H A 24
LEED leadership in energy and environmental design
REVR 5 BRI THAE
LEL low explosion level BIET IR
LEV local exhaust ventilation JRERHES @ XL
LF laminar flow B
LVPs large volume parenterials REEHEHH
o« 44 o



MVP master validation protocol I E F 1R

OEL operator exposure level BEAN R ZBEIR
0Q operation qualification BTHIA

0OSD oral solid dosage 1 AR B A 57

OSHA Occupational Safety and Health Administration
POy %45 ERERR

OTC Drug over the counter drug E |20y ]

PB pass box 1&i8E

PD preliminary design ¥

PDA Parenteral Drug Association B R st th &
PFD process flow diagram TEwRRER

PIC/S Pharmaceutical Inspection Convention/Pharma-

ceutical Inspection Cooperation Scheme AR E A
AY

"

A%

P&ID piping & instrument diagram IR E
PLC programmable logic controller Al 4 72 8 i

PPE personnel protection equipment MAF &
PQ performance qualification HEREHRIA »

PW purified water a4k K

QA quality assurance  RBERE

QbD quality by design FEE TR

QC quality control FEEH

QRM quality risk managerﬁent BB X E R

R&D research and development W&

RABS restricted access barrier system TR #h] $2 f o 8

RO reverse OSmosis RBE
SAT site acceptance test PR35 56 i ik
. 45 -



SCADA surveillance control and data acquisition w
32 o A B SR R

SFDA State Food & Drug Administration B #ZE
R EERR

SIP sterile in place ELRRHE

SOP standard operating procedure PREREVE AR

SVPs small volume parenterials INE B E ST

TGA Therapeutic Goods Administration b Sy |01
R EHRR

Tri-C tri-clamp connection K&

UDAF unidirectional air flow HBE AR

UFH unidirectional flow hood BEARE

UPS uninterrupted power supply N LR

US FDA US Food and Drug Administration EEE
Mg mERR

USP US Pharmacopoeia % EZ i

uv ultra violet AR

VAV variable air volume IR

VFD variable frequency drive 7% 45 3K Bf

VHP vaporized hydrogen peroxide(H;O,) AT &
L&

VRV variable refrigerant volume A 5

WFI water for injection 5 K

WHO World Health Organization R T A 20 2R
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B EH 2.1.57
FIEZE 2.2.77
0, T JE AR 2.2.64
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1% 2.2.99
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MXREERES 5.0.35
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action level

& x &5l

A

active pharmaceutical ingredient, API

aerosol

air cleanliness
air distribution
air pattern

air shower

air stream drying

airbone bacterial concentration

airbone viable particles

airborne particles
. 60 -

2.1.76
2.2.85
2.1.18
3.2.5
2.1.23
2.1.6

=~
(]
(2]

.97
.14
81
31
59
12
29
30

w oW DN N

3.3.12
2.1.1
L1.71

17

16

21

10

32

24

14

.0.20

B S N N S S B SR )
o e MOo e e e



airlock
airstream pulverization
alert level
API intermediates
API starting materials
as built
aseptic powder for injection
aseptic production
at rest
automatic inspection
' B
bacteria removing by filtration
barrier environment
barrier environment facility
batch
batch number
batch production
batch records
belt drying
bio safety cabinet
biological agents
biological clean room
biological products
biosafety
biosafety laboratory
blending
blister packaging
breeding facility for laboratory animal

buffer room

5.0.12
2.2.48
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.23
.28
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building for lab
building for scientific research
bulk pharmaceutical chemicals, BPC
bulk product
C
capping
capsule
capsule filling
capsule polishing
cataplasmta
central lab
centrifugation
centrifuging granulation
change control
clean bench
clean floor drain
clean in place,CIP
cleans team
cleaning
cleaning tools

cleaning validation

closed restricted access barrier system,c-RABS

coating
cold chain

colony forming unit, CFU

compact line for ampoule injectable production

compact line for LVPs production

compact line for vials injectables production

computer validation
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concurrent validation
contamination
continuous reflux extraction
controlled release preparation
convection drying
conventional environment
conventional environment facility
core area of sterile production
critical area of sterile production
critical steps
cross contamination
crystallization
cultivation

D
dangerous chemicals
dangerous chemicals production
dead leg
decoction,decocted extract, DA
de-coloring
dedicated facility
dedicated lab
delayed release preparation
density of surface contaminated bacterial
depositing bacterial concentration
design qualification,DQ
desinfector
detergent
diagnostic reagent

disinfection
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distillate fomular
distillation

double aluminum packaging
drinking water

droplet

dry granulation

dry heating sterilization
drying

dynamic extraction

ear drops

electronic polishing
embrocation
emulsion

endotoxin
endotoxin test
enema

evaporation
experiment facility for laboratory animal
external preparation
extract

extraction

eye drops

eye ointments

eye washes

falling film evaporation
far-infrared drying
fermentation
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fermentation index
fermentation production
filling

filling and sealing
filling

film coating

film lotion

filtration

final filtration

final liquid preparation
final sterilizing product
finished product
flashing drying

fluid bed drying
formulation

freeze dried power

freeze drying

gas sterilization

gels

glove box

granular formulation
granulation

granule coating
granule sieving

granules

heat exchange

herbal medicinal material

SN
DN = = DN DD

. 80
.79
.73
.74
.75
. 64
.1.49

2.2.7
2.2.85
2.2.83
3.3.30

3.1.7
.35
.33
.13
.24
.42
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.51
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herbal medicine extract
herbal medicine granules

herbal medicine pieces

horizontal unidirectional airflow

hot air circulation drying
hygienic/sanitary

hyper-micro filtration

implanted medicine

in operation

independent production area
infrared drying
inhomogeneous mixing
injection

inoculation

in-process control,IPC
inspection by eyes
installation qualification,1Q
intermediate product
isolation environment

isolator

jello

lab for bio incubation
lab for public use
laboratory animal

large volume infusion

large volume parenterals, LVPs

. 66 o

2.1.77
2.1.73
2.1.76
5.0.26
2.2.37

3.2.8

2.2.9

2.1.38
5.0.30
3.3.6
2.2.45
2.2.60
2.1.18
2.2.1
3.3.10
2.2.80
3.4.4
3.1.3,3.1. 4
4.0.34
5.0.32

2.1.65

4.0.6
4.0.4
4.0.27
2.1.20
2.1.19



leak test
leak test by colored water
level of microbe contamination
lighting inspection
liniment
liquid extract
liquid injectables
liquid preparation
lotion
lyophilized powder
M

2.1.48,2.1.51,

major hazardous resources for dangerous chemicals

material

material flow

mechanical pulverization
medical apparatus

medicinal gas

medicinal plaster

medicinal tea

medicine auxiliaries

medicine with radioactivity
medium

membranes

microbiology test
micro-filtration
microorganisms
microorganisms concentration
microtest for potency of antibotics

microwave drying

87
. 88
17
79
.47
.61
.22
.14
.52
.24
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4.
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2.
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2.1.10
3.1.1
5.0.8

49

.84

. 87

58

62

86

89

81

50
.0.19
2.2.8
4,0.8

5.0.19

4.0.20

2.2.44
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microwave extraction
microwave sterilization
mixed airflow

mixing

mixture

molecular distillation
mother liquid
multi-effective evaporation
multi-purpose facility

multi-use facility

nanofiltration
naristillae
negative pressure airlock
non-final sterilizing product
non-polluted industrial wastewater
non-sterile pharmaceutical product
non-unidirectional airflow
nose drops
o

occupationzﬂ exposure limits, OELs
occupational hazards
oculentum
ointment
opened restricted access barrier system,o-RABS
operation qualification,0Q
oral dosage
oral liquid dosage
oral solid dosage

. 68 .

17
.94
24
58
40
29
L12
.2.24
2.1.8
2.1.7
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.10
.69
14
31
39
27
.23
69

HOSAJOQJOI—-‘N

. 36
.35
.68
.32
.0.34
3.4.5
2.1.16
2.1.41
2.1.15
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oxygen for medical use

ozone disinfection

package material

packaging

papua ointment

parametric release

parenteral dosage

particle concentration

pass box

paste

pastille

pathogenic microorganism
pathogens

people flow

performance qualification, PQ
periodical production
pharmaceutical clean room
pharmaceutical process water
pharmaceutical works area
pill ‘
planning for pharmaceutical plant
planning for pharmaceutical work area
plaster

positive control test

positive pressure airlock
powder

powder filling

preparation

2.1.88
3.2.13

3.1.8
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primary liquid preparation 2.2.82

primary package materials 2.2.100
printing packaging material 3.1.9
process validation 3.4.14
process water distribution system 3.2.7
processing 2.2.104
product 3.1.5
product lifecycle 3.5.3
production tools 3.3.23
prospective validation 3.4.15
pulverization 2.2.47
purified water 3.2.4
Q
qualification 3.4.2
quality risk management 3.5.2
quarantine 3.3.13
R
radiation drying 2.2.43
radiation sterilization 2.2.95
raw and auxiliary material 3.1.2
raw water 3.2.2
rectification 2.2.28
reflux extraction 2.2.15
restricted access barrier system, RABS 5.0.33
retrospective validation 3.4.16
re-validation 3.4.17
reverse osmosis, RO 2.2.11
rising film evaporation 2.2.22
risk 3.5.1
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risk acceptance

risk analysis

risk assessment

risk communication

risk control

risk evaluation

risk identification

risk management

risk reduction

risk review

room differtial pressure
room for cleaning human body
room for cleaning material
room recovery period
rotation drying

rubber ointment

rubber stoppering

sanitary piping

seal

secondary package

sedemental viable particles
semi stoppering

separation

sharing production area

sieving

small volume parenterals,SVPs
soft capsule

soft gelatin capsule

wwwoog.uw
[S2 NS 2 BN, B2 BN S 2 BN i |
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3.5.10
3.5.11
3.6.12
3.5.13
5.0.27

5.0.5

5.0.6
5.0.31
2.2.41
2.1,56
2.2.76

3.2.9
3.3.14
2.2.103
4.0.13
2.2.77

2.2.4

3.3.7
2.2.50
2.1.21
2.1.30
2.1.30
« 71 o



softgel by dropping

softgel by pressing

softgel washing

solid preparation

space air diffusion

spray

spray granulation

spraying drying

standard operation procedure,SOP
standard sterilization time, F
sterile

sterile filtration

sterile pharmaceutical product
sterile processing

sterility assurancelevel,SAL
sterility test

sterilization

sterilization in place SIP
sterilization period

sugar coating

supercritical extraction
suppository

suspension’

sustained release preparation
surface viable particles

Syrups

tablet
tabletting
e 79 .

DD BN

DD DD UTND N DN DN

3

NNHO}-—‘}\D[\DN

. 68
.69

70
15

.16
.72
. 56
. 36
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.32
.25
.84
. 26

28
33
18
90
20
91

. 63
.19
.31
.42
. 25
.15
.44

1.28

.61



terminal sterilization
thermal sterilization
thermodynamic evaporation
tincture
total organic carbon, TOC
traditional Chinese herbal medicine
traditional fermentation
transdermal fomular
tunnel drying
tunnel drying and sterilization

U
ultra violet sterilization
ultrasonic bottle washing
ultrasonic extraction
ultraviolet disinfection
unidirectional airflow
user requirement specification, URS
utilities

v
vacuum drying
vacuum evaporation (concentration)
vacuum leak test
validation
validation master plan, VMP
validation protocol, VP
validation report, VR
vertical unidirectional airflow
vibrating fluid bed drying

vinum

29
92
25
46
12
74
82
55
.38
72

2.1.54,2.
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97
.71
.18
14
5.0.22
3.4.1
3.1.10
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2.2.39
2.2.26
2.2.89

3.4.7
3.4.10

3.4.8

3.4.9
5.0.25
2.2.34
2.1.45
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wastewater of biohazard
wastewater with active bacteria
wastewater with radioactivity
water for injection

water seal

wet granulation

wet mixing granulation

.« T4 .

5.0.41
5.0.40
5.0.42

3.2.5
5.0. 38
2.2.52
2.2.53
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