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1.0.1 HSE—BRZS TREEARARTE LIRS, LT AETR
WAL, AR TR 25 TRERZR R E G TREAREE, fl 24
PR _
1.0.2 ARMEERTH & U I R EZL TR . BT,
BT R RERBRNHIAE T E.

1.0.3 R TEREARARERMAGARERHES, WS E
KIITH R ERHLE .



2 ENAETTY

2.1 £ 7= & %

I ER#HGEF

2.1.1 R active pharmaceutical ingredient, API

FIF 25 & i vh 9 4R AT — P ) RS SR IR 2 W » T ELFE
FHI 2G0T, B 25 5 B0 — RS VALY . LR BRAE B I 2 T 16
7 REAR A A T BB B T P A 2 IS e S A B BRARE A
B RE MALR DIRE TR A . : .
2.1.2 4bzEERLZE bulk pharmaceutical chemicals,BPC

it — BB L B R BT A 7= B 5 R T
2.1.3 FEHEZY T EE API intermediates

YEZ5 A B R o P T AR 2 B T e R o i — 4 T OB
B AL T, DLk B R A A B W B P B) 7 o
2.1.4 JFERZGEBYIR API starting materials :

T A 7 A JEOIL 26 3 R 12 OB 28 45 4 B B A AT 0 Y
— BB R EA S BRI 2. BRI R R R T LR R A LB
R B B BUE R B — R e £ AR, B8 BAT A .
TR 25 B4 2 0 4 e R EL A B AL R R G A
2.1.5 REHEE critical steps '

BATHEAMBELATSREEESNEATHERMARSE
B 25 W1 7 U4 BR R R B 2R — DB P IR
2.1.6 & dedicated facility

B ] T AR 7 — A DR 24 5 v ] A B B
2.1.7 ZHEEM multi-use facility

] f Tk = 2 Fh ER 25 5 b R R R . (B8 —Fh 2y e

« 2.



T 34 76 R 5 M A 72 4 46 4R B AT
2.1.8 ZIhEENHE multi-purpose facility

WHEZEIELRMER &R &8, W2 5 M E N RS %
TR . «
2.1.9 G AL2E R dangerous chemicals

BARE B JRIE AP BD RS B, X AR B BRI
BAEEENRELESME %S,
2.1.10 fil@iﬁ%,ﬁ;ij{ﬁ ks I8 major hazardous resources
for dangerous chemicals

AT R I RE BB R 5, AR AL B
SFTHE LR R AT (LES TR .
2.1.11 jﬁﬁﬁ'ﬁt”?;ﬁ&ﬁzfz dangerous chemicals production

FIACSE R AL 2 B ) B B 2 7= 5 v ) 5 B0 2 PR T 30
2.1.12 &% mother liquid

ERBESEERTHRER.

I # # £ F

2.1.13 413 preparation,formulation

ARG 24 L 24 bR Y Bt 38 240 T e JEORE 25 W — 5 0 )
70 250 B0 B B R S AR B 253
2.1.14 Bk EIF) liquid preparation

259 53 FCTE WA A IR #2819 1N R B4 T B Y A5 2 501
2.1.15 [EMR#EIF) oral solid dosage,solid preparation

HYAEBURSE L —E R4 T L H BB IR 2557, 0
REIINE: R T2 RN
2.1.16 O R&IF oral dosage

8 3 AR R 7 4 2 9 20 0 A1 R = A R R B 26
2.1.17 ﬂ\ﬁﬁﬁﬂﬁﬂ external preparation

B R R A=A T A, 7= A 23 582 5 M 7R P 1Y
k7R Bl



2.1.18 55 injection, parenteral dosage ’
25 45 Y8 B 0 Y 390 I 40 B J5R R B T A R N B 9 L EL
’Uﬁ?&ﬁ‘?ﬁ%?&&ﬁﬂﬁ)ﬁﬁﬁﬁﬂfﬁﬂﬁﬁﬁ)ﬁiﬁ?&ﬁﬁ%?’&%%*iﬁm
VMR TR IR . ISR ST AR IR VR
2.1.19 KREEDTHH large volume parenterals, LVPs
REZFHAT 50mL BIFESH, XFRKREB
2.1.20 K& large volume infusion
BREBEEHN.
2.1.21 PEEFEGH small volume parenterals,SVPs
ZE/NTF 50mL TESH
2.1.22 K& liquid injectables
e /N B .
2.1.23 EFSHAXHEBE aseptic powder for injection
2y 4 B AR I PR T P 3 T 4 G T A A R T R T O TR B
AR EWRK TR AR T E SR Y . W BN R S TR
TR U TR S
2.1.24 HET¥EF lyophilized powder, freeze dried powder
S PR ¥4 R T 4 0 S P G B SR AR
2.1.25 ZZBHI sustéined release preparation
TEHLE RO B P R B R e s E R Y, 5
7 3 578 4 ) B 28 5 4 2 4 2 b 3 R — R A R T
358 4030 45 TR /b » LR 5B 358 hn R A A A B 4R
2.1.26 EBHX controlled release preparation
TE 52 BB RO TR o, 3 SR G2 18 o 1 S R 25 9 » L S5 AR L
£ 3 37 400 ) b, 4 2 9 2R 1L 5 A R B D — 2 AR TR L
BRI BT , 025 9 FE L B8 B 5 B PR, ELRR B 33 R
AR N B AR 5D
2.1.27 EREHIF delayed release preparation
TE 2525 J5 70 ST BIVESHCZ5 40 B o 01 A M e o R L 4 W 2 o
. 4.



70 I e 1) 560 4
2.1.28 F#l tablet v

25 55 35 A R R 7 TR A 1B R R BRI ROIR G A
il 71 o
2.1.29 WEEF| capsule

25y BN A SR SR T 20 B B B A BT AR 3 A R A0 [ 44
il 5] . '
2.1.30 WEWHEF soft capsule,soft gelatin capsule

He— B B HOWARZG Y E B B, SOk B A 25 90 9 % 54 BUTE
TR B TR T 7 A o AV VR YR B LR R e T A, 2 T Bk
FE B BT B0 85 5 J8 A4 T B I ZE '
2.1.31 #35  suppository

24549 5 38 T O A A A L A A 2 1 Ak 1 5
2.1.32 HEFH ointment

25y 5 9 g 1 SR o R R A 1 R 99 38 A i 2 B R A R
.
2.1.33 #HEF emulsion

2y s A B 43 BT LR VR R IR R T B 250 1 2 L Ak A
5
2.1.34 7 paste

KE W BB AR (— B 25% L 1) 357 4y 807 38 B A 2 TR
FR BT 4R~ 4 S0 P AR
2.1.35 HALF| pill

25 Yy 08 B A B -5 700 R A Rk AR B BROE R BB R
G3 R IKEE AL KA I LA R 4R AL .
2.1.36 ik granules, granular formulation

255 58 BRI R 4RO SR B B — 8 LR Y JBORLIR
500, 43 S T Y AUAE | VR B FEURL RN 340 B R
2.1.37 {HHLF droplet



A S VPR 25 W 5 3 BT B R SR I LS U AR LI BUR &
FRFH, EHARDRE EAER A BN TP, TR K
7 B AR e YRR WA 4 AR BROBR T A R R, R O AR
2.1.38 AR implanted medicine

254y 5 R B A A AR P Y TE T T AR 5
2.1.39 #5fl  powder

25015 8 B RO SRR B L 3 ST TR B TR AR 5
43R PR RREA SR A0 S0 ERCR)

2.1.40 &3  mixture

Rk e R 7K B 7 ) SR R BT ) 7 4 U AR 1 IR VR
AT B WA O RE .

2.1.41 DORBE(ORBD oral liquid dosage

25 WV R T35 L ) 4 B T R VB O R A o R
2.1.42 ORIEEF suspension

S A 4 25 0 4 B Y A R P ARt 0 R YR
F, AL T IR B AR A
2.1.43 ORRAA emulsion

T R T M VS ) VR AR R AR T AR G e s 4 K A i 2 L VR AR
il
2.1.44 BEHEH syrups

A YRR RERE KW
2.1.45 ¥E5 vinum

245 ) P 2 1 T 98 L P Y T YRLAAR AR R
2.1.46 ETH) tincture

25 A8 TR B W 2, T 3R Y B A T A K B Y Y VLA R 5
At T O R A 36 RS |
2.1.47 #:5 liniment,embrocation .

YRR {ﬂijlﬁﬁﬂgf‘”f‘]%ﬂ}ﬁm{*ﬁ FAR B SIR B W

TR 5 B Jk B A B AR R . v LA Ay 9 ) B LR R
« 6 . ‘



2.1.48 ®&FH| lotion

YK SO ORI VBB IR AT R
2075 T IR R LR TR R B 10 5 e R A R s 5
2.1.49 %W film lotion

HYER RSB T & BEA BB+, {7’13}7?5 AL J5 T R v
H Ah FH AR 39
2.1.50 JEF) membranes '

254538 0 A R 2 0 T AR LR AR R, A8 0 BR BB
JRAE A
2.1.51 ¥ lotion

B EGY BV LR TR B, AL Y VR B 0B TR TC WA A Bk
R A
2.1.52 gk lotion

FTF o FF M A Di?&ﬁiﬂﬁﬂﬁ% W
2.1.53 enema

FETET BN R/ PE M S W R B, LIBT3
S BB EAR R
2.1.54 550 transdermal fomular

FIRE I 7E B2 Bk b, 254 1 7= Ak 4 B R TR AR I — o o
AR
2.1.55 W& transdermal fomular

2y 5 1 L A R SRR b ) A P R R R U L, AT 7 4R R R R
2 5 PEAE M —28 FoRAM I
2.1.56 BEREN rubber ointment

2 SRR IR A R WA T A R R A R B R
2.1.57 BEHAEFN papua ointment,cataplasmata

Y 5 H B SRR MR IR S S WA T8 4 AR R s Iy
BHH.
2.1.58 EzZh plaster,medicinal plaster



24 A Y S 5 G SUB B BB R BUE R, 7
BT AR i A 4G B ok T e S A 4 5D
2.1.59 4EF) pastille

25 40 558 BB A T (BRI R 2 4 A B B D BB AR R
TE R e 4 o 5
2.1.60 FEF| distillate fomular

Y R AR B 2 ) R K R AR A W R BB 35 A K
2.1,61 HEBEBNSEERN liquid extract

Y FE ERE AR, RER SR SWER, AEENE K
JEE T 4 14 391 '
2.1.62 ZF medicinal tea

254y 5 2 - o A o R B S AR B P AR A R L T 43 SR HOIR 3
F AR A ATE S .
2.1.63 FIBH (B  decoction,decocted extract,DA

R K R R A VR 4R » 0 25 EOME (B A i ALY
e F AR (LFRE D o
2.1.64 R gels

254y 5553 B IR AR P L R e 2l R 4k R P R
.
2.1.65 Jg5H  jello

BB B A K RUBUBE R » Y 45 LR SR » & T 48 S
R 4 T A R P R A5
2.1.66 JFHHRF eye drops

F 259 45 335 (BT Ak 4 R A A AR AT B T T YRR R
2.1.67 YRERF eye washes

T 25 4 R ) TG T VB O K YL o B e R R R 0 R R
4 e Ak 2 R i BR R R AR AR 5
2.1.68 HBREFR oculentum,eye ointments

H 25 ) 5 18 B R R A A0 B O R R B BR B AR

.8 .



R HRE 2 [ A 5
2.1.69 JHEF nose drops,naristillae
A B AR LA 8 T R B FUR L, B A
B F o 8 AR R 300
2.1.70 WEEFA ear drops ,

F 245 5 3 B H R ) R PR K R B el o B R
I 3 BOA R A B ¥ B IR YRR TR L I A S L
BV A )5
2.1.71 KZEH| aerosol

FHRM ARBEBBEBRSEENMH N LA ETEAE

- RREI BT R G R T FEAE 85 o 6 A B 4 5 R B R K A

FFDRYBEH P A B 2 P T B R 2 e
BRI,
2.1.72 WRFEFH|  spray

FUHEW FRBBR B TE TR E A
FHRNEN RESEK . BE RS R T BN AEY R ERY
WE L P T B R B 2 N L B Bk RS TR R A
2.1.73 HZHE T Bk herbal medicine granules

PRS2 4R A AR R SR, BRI 25 B R BB YR 45 L 4
B TR BB SR R TR b 272 5 R 5, A E
BRAMEWITH ATNE R T4 . BHRAFTE, E4T
Al 7=

I & % 4 5

2.1.74 g5kt traditional Chinese herbal medicine

R B B BRI R R RS R
2.1.75 JEZhHr herbal medicinal material ’

SR G AL B T3k A A T 2 4
2.1.76 FZk K herbal medicine pieces

BT ECHEF T o R I PR R 1 30 2 7= £ B 2 M S B R 25

9



2.1.77 R herbal medicine extract

9B v Wb 2t A A BOR S«
2.1.78 BE extract

G b 2 BB R AR TR B R . REH S WERAR,
NARRRENTRE.
: N &£ 4% X ®
2.1.79 EEEHEFE fermentation production

1 A W 7 A B R o A R ML AT B Tk AL
[
2.1.80 REEHRAL fermentation index

HEEERDE YRS BEEOEARER, —BA o/
mL #7N. |
2.1.81 ¥;F#E  medium

i A 4y A 0 3 4R 4 K N A R R A N O BC A B SRR
_RABOKL A A AR AL (AR RO URAE KRR
K.
2.1.82 &G KB traditional fermentation

I [ SR SR AEAE B A 0y SR A5 40 O ik (R B AL R A
i B RS Mok A PR IR S T2 R A 7 G SRR 28 /D
BT, AR EER . R R

vV A&

2.1.83 A%l & biological products

DL A 4y 4 3 A B N Y 4B R R W 4 JEURY, AR
AR BB A= 4y B A T B i T A KBIR R TBS AT R
Wi AR SR R CGE B JRE R L
ﬁ?&ﬁiﬂﬂ‘?ﬁﬂlﬂiﬁi‘ﬂ%\ﬁﬂﬂ@lﬂ?\iﬁ?\ﬁﬁ\ﬁiﬁﬂﬁﬁi%i’?
T 4] i LA e At A T A 5 LB R R B R R BT
Pibk FUEAE AW SRR R SR .
2.1.84 EITER medical apparatus

.10 - o



BATG LW 87 W3 A MBI , 3 B8 55 B A (A ik
HAEHAE, EREAT KRR R4 SR SRR,
2.1.85 Wik diagnostic reagent

EETr W b RISR A (AL BE A T 4 T R T O 7 SR A AN
P9 R A L T HEAT A I A 30 5 43 K 4 P 38 TR 30 4 A 12 b
=,

2.1.86 ZhFHE medicine auxiliaries

FERI AL T7 BB, Sy 0 e 390 0 R B A R R L2
SVERNALLT5 R 25 SN — B 25 kL
2.1.87 EFH/—T,{ZIK medicinal gas .

& 2GR, LAY S WS B B Sk B B0 T 2898 A g
19, BAE R B2 7= i SR R A S A
2.1.88 EHE oxygen for medical use

Pl RGP B R & P B 25 0 R AR R S
2.1.89 JSRETMEZE R medicine with radioactivity

Fﬁ:.l:ll"ﬁﬁ//‘ﬂfﬁ_ﬁ%‘ 16T BT % R 4 0 B % HoAR e k&
Y.

2.2 T ¥ 8

2.2.1 inoculation
HIHEBRERAREREE FITAE YR I B I 72 2 R P i AR
2.2.2 ¥R cultivation

iﬂﬁﬁiﬁéﬁ%ﬁﬂﬁ%éﬂiﬂﬁiﬁﬁﬁﬂﬁﬁﬁ
2.2.3 KEx fermentation

A WL W PR S B 0 BB 7= 0 R R B 5
2.2.4 HE separation
- XIS B Z WA BRI R KB K- R
RLR/NHERT S 0 FF 172

2.2.5 %5 crystallization
e 11 .



6 7 B DA st A AV R AT L R AR R R B R
2.2.6 Bl centrifugation :

I FE ) R i 3 7 T 40 25 5 » R R T 7 2 B B0 D B
S B LT % A MR T G 4 B VR R L IR SR S R W — PO
®o
2.2.7 JTjE filtration

1 22 9L 40 i O A 0 I 50 ) oL AR ke T 0 R TG /N T
LR FOE S B — R BT . HEEATERRNSE.
2.2.8 HALIuE micro-filtration

LFLAZ 28 ok B0 B B R S S A B i IR R
2.2.9 BHtuE hyper-micro filtration

DL AL A 72 10K 5 48 K B B S 2 18] (0. 005 pm~ 1y ) B ALK
b SEuR) 2 iU pUR/ SR
2.2.10 4kt nanofiltration

U?L@ﬁ?ﬂ*ﬁi%&%ﬁﬂﬂ%%ﬁ%ﬁﬁE@ﬁﬁﬁﬁﬁo
2.2.11 EBBEITE reverse osmosis, RO
DALBRRATF 1X 107 m #5378 B i 38 A B ot Ul
= ‘
2.2.12 FEH extraction 7

7R R R 7 e v ) oP VA A ORI, LAY B IR W
0 2L 43 B4R B 3 I A g e v A BB o I R
2.2.13 #E extraction

Dl — 52 B IEL AR 7 B B VR R A SR B
. ‘
2.2.14 FEER dynamic extraction

BB B (LM LT B B R T SRS Ry SR
g%,
2.2.15 [EIFIEE reflux extraction

TR R AW R E R R IR R R

.12 .



2.2.16 FELEFTHIER continuous reflux extraction
VL0 W T SR AN B R R 2 Sk O, o R
WE LMY P A BURS REB RO,
2.2.17 HRIERIER microwave extraction
1 Bl 0B Yo 18 9 7 AR Mk s ) R E‘J%M%Hﬂﬁﬁ?ﬁ P, A 3L

R PR R IR BGE RR
2.2.18 BEFIEI ultrasonic extraction

i Bl AR 75 90 %o R Y FE AR M W ) B 2 4 7 A i oo i R
RERE , (5 B4 PR TR I B3R BT 7R
2.2.19 BIEFER supercritical extraction

AP PEARTE A I SR 2T CRLIREE R 7 3978 4 L S 0D 19
e TE I 5 A5 BRI X R BE AT SR R AR
2.2.20 Ik heat exchange /

R PR O 6 O 25 AT VR SR B T AR
2.2.21 #x% evaporation

A o S R 0 T 4 U R YA T W 2 L VR YR A v
B B R
2.2.22 FEEE rising film evaporation

BRI MPE P2 E TR 3, W B B DR R B
FTZERWTRE,
2.2.23 [BREZER falling film evaporation

IPE PR E SRR, P%‘E&Eﬁﬂﬁﬁ?%ﬁﬁ%?’iﬂ’]
T,
2.2.24 BHEER multi-effective evaporation

— AR R BIA BT — 28 & 22 4E BB
2.2.25 HEHEER thermodynamic evaporation

ZRFEIRG TR WA 18 A B84 15 B TS 1 O R
WEER ML,

e 13



2.2.26 BEZEHEKGRID vacuum evaporation (cencentra-
tion)

EEZBERETFTHTERWIRE.
2.2.27 74 distillation

FI IR A T A LA R R REAT LA Ay S AR
2.2.28 ¥ rectification

F I R IR & B B A A B AR T I
2.2.29 4FEMS molecular distillation

EREES T HAMALS ARE MR REMBEEE RS
BB EE AR ERE.
2.2.30 T4 drying

] A Ph AR B AR IR T4, (338 MR E‘JYE%(?J(QJ?VEJ&?*%U)
S4B E, AT RS TR
2.2.31 XHETE convection drying

PR Lo W 7 25 L T 0 YR e B R A R 1
Y T #EAT TR B2 .
2.2.32 HFHTH air stream drying-

L4 — 5 B B TRV IR R R R L, TE R
% R P AT TR, "
2.2.33 WALETH fluid bed drying

R R A TR A RS T 5 B R AT R BB TR
T,
2.2.34 BEIHILEK TR vibrating fluid bed drying

3 Sh R FE 2L RV 6 AR M R E AL TR SR
2.2.35 RETE flashing drying

Y549 6 2 B, B T B 1 DU A, 3 BOUR S AL 1 4
INEURE 5 S AT T RS R TR AR
2.2.36 BETH spraying drying '

B T AL B R T A B R R R A R R K

c 14 .



B oF U F R A 72
2.2.37 HRIEFR T3 hot air circulation drying .
MR SR T 3 5 3 9B R KT M L e K 4 2R
TR,
2.2.38 RZETE tunnel drying
TR YPRHE T A BEE , 5B SR BT B 2R P R
2.2.39 Ez=THR vacuum drying
YR FE R, OB BB 2 R G HE B T g 7
2.2.40 FFRTFHE  belt drying
P YRHE T 3 S5 3 W S5 AR (BB ) F B 0 358 ok, fa K
2.2.41 [T rotation drying
RYPRE T H A MR I IR 285 38 13 25 28 10 He it 18 30
YPRL K SR R TR R,
2.2.42 BEHETHR freeze drying
PR TR B UL T B A2 T4 B A vk FHE h kK
[ E R g
2.2.43 FHTE radiation drying
L TR B S B0 0 e TR A R M B A Sy BB 5 K 43 T
SALH TR,
2.2.44 T microwave drying
FEPA S Im~ T 9803 BB B PR, B 588 0 IR
WAL PR L K 7K 2 B AL B F R T AR
2.2.45 £145bhF infrared drying
BWATPCRAE 0. 72pm~2. 5um X350/ 21 40 2% B3 B I 10 45 B F
2.2.46 mITAMTHE far-infrared drying
AT PKTE 2. 5pm~1000pm X5 B ¥E 21 41 2% v, B % 1 58 4
.15 .



THhdR.
2.2.47 MW pulverization
o B g e 0 0 34 7 R L 1A RO 3R 0 BT i LB
PSR .
2.2.48 B MwE airstream pulverization
%Eﬁﬁ*’:f‘iﬁ'@ﬁLmﬁﬁﬁﬂﬁﬁXﬂE%%ﬂﬁﬁ@ﬁ?a
o g A L i) % A R B 0 Rl A R R T AR R R
2.2.49 MBI mechanical pulverization
i B Ak i kMR B SN SR AL ARV ) R R AR B R
2.2.50 LfF sieving
WM B9 25 0k A o — A B — s FL AR B BRI 5 LA
S BSR4 BRI .
2.2.51 KL granulation
IR PR 55 58 B A B R A ] BB B S R
2.2.52 {EEEDR wet granulation
Ry 5 — 2 B AR QRIEFD BEHHR A, I A A PR
ShAE IR R B 1 72 .
2.2.53 BEIEESHIR wet mixing granulation
C BRUHEERFAR B SERRG RIR PO S R
T340 ) SV UL R AL AR
<2.2.54 TFHE& dry granulation
TRy e BB R E S PR R RO R TR T
2.2.55 B.OER centrifuging granulation
Bk R R B B R SR IR, S E AR R
A BRI MR |
2.2.56 BEEHIR spray granulation
Ak B0 T BB A R R 7E B WAL KRR R B 48
> 0 B 4 RUBURL , TR B 4R 43 7E BV U v R B AR R T AT A
.16 .



A PUY -
2.2.57 BEr granule sieving

SRRl 32 5 F VYD T BB 0 07 B 5 0 4R () BY ) 0 B R4k
FYRE , 3 O 0% £ T 3R AR 25 OB 9 AR
2.2.58 RE mixing

W RFME R LAY 5E TSR ERE.
2.2.59 HIE  blending

BARR#MEK YRS ISR -#HSHNESTRE.
2.2.60 Z4i=mRBEE inhomogeneous mixing

1B & 248 15X #R it sk (B JA 32 30 B[R] B, 32 55 50 0 FR 3l 1 38 B9
KPR EES A AEMERBEHNKEEAT . OB K
YR EHTE,
2.2.61 JEH tabletting

BRE — 2 EZ R 5T BURCR B0k R Y BB o T 38 sh ffg
Bl peE R B B MR AT BB A AR,
2.2.62 fAK coating

EAYLRFHREAE-BRYE, USSR BE
25 5 AN 25 Y0 B RS R HE RO L AR
2.2.63 MK sugar coating

EHYRFWRECE -EHEA0 . EE . HESY R R
BB AR PR Y 1o 7R
2.2.64 QUHEEX film coating

ERA AN REAE-EUERENE I TEEYK
PEH SR .
2.2.65 PR K granule coating

7 A B ) B, o AUAE 3% T A A AR R TR LB ORI R
E‘Jﬁﬁo
2.2.66 BT capsule filling

Y 25 M s 3 ‘R L R AR R R KL /J\Ffj/J\iL%fﬁjﬁ:P
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HLRENERE,
2.2.67 EEENOE capsule polishing
BEREAYRNBRERTBREGHIE.
2.2.68 Ik H A B softgel by dropping
ARBAEELRERASHIBREWE AR, BB IUR K
BHNE.
2.2.69 EREEBHREE softgel by pressing
KR EREETHEESA BN BB 2, @R
HRER RN TR .
2.2.70 &I softgel washing
P T e T A 0 R P R R A KR R A R TR R S WL
WEYBRERBLRE.
2.2.71 BFEEYEHE ultrasonic bottle washing
FMABEENRGERAGSABREESRABREDERY
U
2.2.72 REMTKHE tunnel drying and sterilization
YRk 5 4 A% e S I I B IR AT B — E W I ], R B
FRRE BT
2.2.73 W% filling
Mk EB—-EHNEEREAGACUETSNTRE.
2.2.74 WEH filling and sealing
YRR —EREREAG ARSI LN EHNTRE.
WEREHAKE WERAME D, '
2.2.75 /4y filling, powder filling
VHER—ENEEEREAGHEERARHIRE. EFE
R R .
2.2.76 EE rubber stoppering
A HAESS LEAKREFFHRIRE.
2.2.77 $EE semi stoppering
.18 -



EHGEEFBLEAREEF A ELFS, MEBH K
MnELRE., FERATEHRTHSHE, BHKSIRTIE AR
R WA IR T IR S
2.2.78 #,% capping

G EESS LMABSEFH KSR,

2.2.79 {T% lighting inspection

EEHYNBENOEERET BT . AEHLHR EE,
SPMEEBRETUE B EIREHFIRAEHEMANER.

2.2.80 ATITH: inspection by eyes

AR T IR A B X 38 25 Y 0 35 B e e A B AT 4T A
VIBIBRAE#8 SR .

2.2.81 HNTHK automatic inspection

F GRS @ A 43 AT R U 25 O R RE B I S AR
Xt LA shar i FIsT gk il 7 R B R A R EARE NS E TR,
2.2.82 IED primary liquid preparation

RIFLL T B &R R R LB TSR RS B4R
5 B 45 B BE A AR, R AR I A K B R R
2.2.83 Wi final liquid preparation -

W& IRELE YRR T EBERMEE AR, AR (—#

A 25 T RO BEATAE B4 BT BEBC R, LG K& R B Ab O R

RIBC R R . AR HER”,
2.2.84 TLLHETIE sterile filtration
RO s LEE P A Y& B A B SRS R .
2.2.85 HKugrluE final filtration
HWBEAHRBRAQRERIWNRE - ELELE,
2.2.86 R de-coloring
R Py EOT B 25 B B R BRI T AR
2.2.87 KlF leak test
KIMERAL G EH N OERREEMTENSRE.
.19



2.2.88 @KETE leak test by colored water
RAABARAKENESAROESBRETHFENIR. £
ERTFRABEEAFNZHAKE HREE.
2.2.89 HAZKIE vacuum leak test
FAMASERNEEAG LI EHNOESSETHEN
U
2,2.90 KH sterilization
R AEY A E R R B T E RIS .
2.2.91 RERFAH sterilization period
EREBRAFTHRTHEETHBENERF.
2.2.92 BHKE thermal sterilization
R R AR ST PO BN S F B A EER TR RER
B R R A AR T 2R R A A W B 5 i 16 R FRBRE = B K
2.2.93 T#HKHE dry heating sterilization
A T B2 SR B R R A A s T B R R R B O B
2.2.94 HEKE microwave sterilization
DA A 1m~1mm B 580 B R 3 Ok 2K 7 TR E’Jﬁ%ﬁ/ﬁ
2.2.95 EHKE radiation sterilization
KRN RN R Cob0 =AM v S 8RR KA Y I ZF 1Y
iR
2.2.96 SEKRHE gas sterilization
DAL R R SR RS E k. B RRAEHE
FNARELRE RESSTALE FRESE.
2.2.97 EHLKE ultra violet sterilization
BIE 4 % 200nm~300nm ) 5 51% h 7 T4 V8. i K B O 2
2.2.98 SIEKHE bacteria removing by filtration
FF ST EERMEYHER, EATRUR AR RENS
o VS VR S R Y AR TR
2.2.99 % packaging
.« 20 -



TR AL 7= B8 B T 7 B BT B2 R R A 4R
2.2.100 HEE primary package materials

HEEMER ARG MR, AFEENE LN,
2.2.101 pEAL blister packaging

BLPVC #BH PTP B9 S MR F B a% TR,
XHREE B,
2.2.102 K45 fu %k double aluminum packaging

4FLL PTP B9 0 A B M BB,
2.2.103 4Muk secondary package

AN AR AR E S R FEEAP AL T EERN
fEM. '
2.2.104 &l processing

B E S, R LA B B R DA B A AR 0 R R A
B 7 L T SR B — T S R B R 2 R R

.« 21 .



3 EHETFEHR

3.1 ¥ i

3.1.1 Yk material
24 dh A 7R R BT o BB R SRR M R AR

3.1.2 [EHER raw and auxiliary material
B ah , 25 5 AR = T BT R kL

3.1.3 HE~E intermediate product
52 RLER 430 2B TR B 7= i, TR — 2B 0 L5 W RR O R %k

P

3.1.4 Efk intermediate product

' (6] H [B) 7= b, 2048 TR 25 AR 7 vh & BT HRAE / B T RS BT T

Y H B 7

3.1.5 72 f product ~
eSSBS, BRI RS

% o

3.1.6 fraitr=g bulk product
HMARHAETEE HEEBHR T A HAMbm TEF =&,

3.1.7 bk finished product
ESEIITA 2 il A 7 B E S R B A .

3.1.8 mEMER package material
AR AR, BE 5 R EEEMN XM A%

a5 BRI AR (B R s Rz M sk,

3.1.9 ERlaXEH printing packaging material
BA R AR FIEN R N 25 B0 B, I B4R 98 AR &

A KEF,

$ 29 .



3.1.10 AHIE utilities
IR RK G ER EHESS RS DG B AKE
NRN BB BFK.

332 T ¥ A %

3.2.1 EFZHTZHRK pharmaceutical process water

BEEP TR P A K, 15 E KA. gtk E
SRAK.
3.2.2 JEK raw water

BABRLGTZRKEFEBERRE, HEHHE—SABBK.
3.2.3 A¥EHRAK drinking water

Ea E KK B AR, AT B B R SRk, Bk
AKX, '
3.2.4 4ifkik purified water

R BT c 8t KB B s E B a0
125 FK RS AT a8 ] R B R A (P E 2 ) sk KO R
HIFLRE
3.2.5 IFEHHAHK water for injection

P Ak 22 2R BT A5 B9 K L BR B I A« I 2 e ) 5t
JKILF BHLE .
3.2.6 aiZE K clean steam

K BRIRR A BB LM A B BRI,
3.2.7T TZHAKSGEERES ~ process water distribution system

T2 7= A SR Y A #0566 A S O T2 Bk i s s
3
3.2.8 T[4 hygienic/sanitary

ARAMEFPRENL A BEEREMREEVFESE
R EEARZ R, ABK I Wy i5 e,
3.2.9 BABRE sanitary piping

.23 .



HETAERNEERSE . SFBRT]VEE EENFS.
3.2.10 JEf dead leg
WEABEEREFHE RN G BOITE R HE Mfﬁ@ﬁtf" filt
Al A TS Je B X
3.2.11 gt electronic polishing
FEBARER, G2 BE2HFREEPEMANRENT L. X
R e %
3.2.12 HBAEHLEK total organic carbon, TOC
KEFEENYRERE, EUSHRERRS WA ILYIRER
— GG 1B .
3.2.13 HEHEE ozone disinfection
Fl R A REAN ﬁmﬁﬁ@&%ﬂ@!ﬁﬁﬁ&‘
3.2.14 A4 ELEFT ultraviolet disinfection
4 DR o FE B KT BOR AR W I R T R

3.3 £ =& 1§

3.3.1 #t  batch
Z—AHETFM TR RN A Y —ERMEFEN
— ERE KRR AR U
3.3.2 #5 batch number
AFRI—AE e A —ERRFERNEOFEHEY
HE.
3.3.3 H#tig® batch records
AFieREMARE. ﬁﬁﬁ‘gﬁﬂﬁiﬁﬁﬁ%ﬁﬁiﬁ‘ﬂ
R, TEWREERMEEREXRNMIERELR.
3.3.4 5§ contamination
FEAE BB EEREF AR CHESEREFRIELET R
AR R R R A 3 B B A S B A T e P Y
Z RS W AR FI R
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3.3.5 X IGH cross contamination

A BB R PR R RO 2 B R A AR LTS
3.3.6 MarAEFEX independent production area

A FEG ET AD TR R 4 T LA R R MR B A T K
3.3.7 HAEATX sharing production area

- Ye” ) INYNC 7/ b R Bl e Ao e S R e Sl e
3.3.8 BrEHATFR periodical production, batch produc-
tion .

e 3 A P X P, — BB 8] P AR HP AR PR I — 7 i, PG AR LAY
;'Eﬁﬁi?blz\'&Fﬁ\ﬁ%\lﬁ,ﬁ\%i&ﬁ@@i‘%%a#ﬁégﬁﬁxéﬁf
HA = fh e A 32 Vs P RO T A = 5 — R = i i 7 =K.
3.3.9 #EHE standard operation procedure, SOP

o3t v P K 1 B B e S B L PR B
RERNH B 45 26 5 AR 7 05 0 0058 A SO R A o 4R 1 R
(SOP), . ( |
3.3.10 HjEjdEdE] in-process control, IPC

R T= SRS R AR, AP T T AR A M A, DAfE
T 6T I AT VR 9 T A B 45 DU 25, PR AR I R, A R IR B
B 1 L ARAE o (B4R ] B — B
3.3.11 ZRIRE alert level

REWNXESHB N ERTHE L ERZB A MIRE, FESIE
ik, T AR T R TE HE M B RS R ‘
3.3.12 2RIRE action level

AW KBS EGE T B2, FEHTRE I RRIEE
2 IE B PR AR
3.3.13 H% quarantine

JEA R AL AR R i R B R BT
B A B RE R X S, ARG TR B
HEZMCRE SRERBITRENRE.

. 25 o



3.3.14 #HE#H seal

B 2 A% BUE BRI A 5 kB, LBY IS BUE W IR A .
3.3.15 Z¥ORAfT parametric. reiease

& GMP 28T W E R, AR B 4 7= &1 B P BT £ 15
BREBHATNBEITCHEENRTRS.
3.3.16 ¥4 cold chain

T A W RS, EREET P, A
WWIRALE T LT HEBRET, UMREL R RE %4 3
FEIT R B IR 15 P B RR R L BT 6 R 4 .
3.3.17 Bk cleaning

R W A L B 20 T 9 G B BB AR B 0 3t TLAE ML E I 2 ek R
BT R, '
3.3.18 = disinfection

FAAL 2R R RBUR A S22 .
3.3.19 FENEV clean in place,CIP

REMRETER LR M ERN MM &M T .
3.3.20 FEMKHE sterilization in place, SIP _

RGN BERZEMENULMBHEG T HXE.
3.3.21 WEEF detergent’

T 78 Bk 0t A B 4% 3% T W RE R WA T T R0 R AR AR U
ZERBYWAN . v
3.3.22 HEH desinfector v

HEN AR, HEEBRMA YR EE Smin~
10min Y FFE 99. 999 % (TR S /\Xifﬁi{_i) HABRKBTM
BRI,
3.3.23 TE#H production tools

S R BTN TR AN,
3.3.24 BHBE cleaning tools

AR BT AN DA R ERER.

. 26 o



3.3.25 ITH sterile
A E RV .
3.3.26 LHEZHM sterile pharmaceutical product
58 24 S AR v P 3 A T B AR I R AT R 2
3.3.27 IELHHH non-sterile pharmaceutical product
e XE 25 B AR vE P R B A TC T R B IR AR 2
3.3.28 THEAEFEILE sterile processing,aseptic production
A IE T T 4R AR A 7 T 2 B T 8
3.3.29 BAKHE terminal sterilization
Xof 72 i BEAT K AL, DA R AR AR A B A TS AR (B E
FAEAKE, SAL REFET 1X10 M4 =R, 8% R AEHE
YR K B 7 1 B A o K I IR] (Fo) B M K F 8min, 8 2 IR AL HE
AETFERAKRAE.
3.3.30 EAKETH final sterilizing product
HREBEARLREAREARTZE WRAMRSZETERHE
Dl o I 3 e N =T 1 B S B DT
3.3.31 dEERLKETH non-final sterilizing product
IR 5 0R , A RESR A 2 7 B b AT KB, A 7= 2l R A4
HMAEY &SRO M.
3.3.32 FRUERBEHE standard sterilization time, F,
KA T8 K Y frE 121°CF K B 1]
3.3.33 THARIEAKF sterility assurance level, SAL
Y5 R e T S MY SR,
3.3.3 EHEHETELK core area of sterile production,
critical area of sterile production
EHEFTELSRF. AR NS5 5 EEEM g2
BT IR 58 Hh AT 7 B R AR 3 i X
3.3.35 BHUHEERE occupational hazards

ZE B 75 30 Fp 7 A (B FEAE 9 AT REXT BRMY A B R %2 4
« 27



AR BE 73 B R i R R 844, X RBRER R, 4

Bz UE . EYERE,

3.3.36 BRI 322 fk BRAE occupational exposure limits, OELs
55 80 E WO B 72 iR K I B A, X 4 R 2 B A

HERAS EE EEANATFEMKT, B ERRENEE

il BR(E S 1E

3.4 BMIASHIE

3.4.1 HPERP user requirement specification, URS
RAGWHIT MBS B8 5 HARSBERER, AT &
B EMEEERE BB EER, I RE LIRS HE.
I EMRESEEETE. XRAPFREH.
3.4.2 #ik qualification ’
WEREMST ] B REME&EHRBITH LR L] 23
3.4.3 &i#IA design qualification,DQ
FHINRIE R EMR SR T RS HE BTN &
AL IE K SCHIE % .
3.4.4 Z2EEHIN installation qualification,IQ
HPNREREBOEF R REM ARG M ERNRIT
K il 36 7 S UORT A & P A HE B SCIE R
3.4.5 BITHIA aperation qualification,OQ
RN B B S5 B | 3R G0 R A R E T A4 9 1
- WIEH BT MR IR X SURE R,
3.4.6 PEBEFHAIA performance qualification,PQ
RFINE RNV . R G 0B A BRI R 4R HE HE M A2
FFEFE S EARBERA N E (BT BT E &
UE K& SCHRE %
3.4.7 HiE validation
.28



WHE GMP [EI, GE IR fp /0T ik E T2 & R
THERGEH LR BTSSR E SCHFIEH N —RIEZ .
3.4.8 WiFHE validatjon protocol, VP

B T Bk TAER e 47 B — A B 8 R0, 45 S 500
BT R AR TR A LA R AR A T B A R I A R e
3.4.9 IGiFER4E validation report, VR

KT UETE 3 I IEE 88 & 75 450 i B
3.4.10 EiEFE R validation master plan, VMP"

B UE T AE B 5 2 19 30, I U S BT B IR E TS 38, A4
BEEE S BEERRRARRMLE., Kk EiTHREEER
A B B6IE 25 TR, 8 8 13 40 B 36V T4 B Bt 1) 5 A, B A8 B IR TR
RN
3.4.11 ZArEEEH| change control

— A1 2R S AR SR BB S b B A T AT
WM ERXRRGE, XX T FARBERERE. AL KEHLZHE
BIRRES . ZRHEIEHRK EHOERHERRERGE-NELBIERR
A5 L 2R BB 48 R 5 B2 5 R OR B9 SCHFIE % ‘

3.4.12 EIELIE cleaning validation

A X FIER T ER B E AR S R RERF A&
3.4.13 [ KIE concurrent validation

5 E R AR R R AT ELAS P B M A BT 5 B R B
3.4.14 TZAHHE process validation

WHIE B T 76 e 2 00 B P9 BE A R B HB3B 7 36 4 7 HUAF
& TR BB s o 0 R ) 24 Y SRR T B .

3.4.15 ®yIE prospective validation
FEBE N T 37 45 65 P 25 o A PR R BT AT R IR E .
3.4.16 [ JE RS IE retrospective validation
ARAE T St 0 2 7 R TR R o AR R BUE R, i — B R
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T 3 B 7= 5 T2 BT A BRI
3.4.17 FHRiF re-validation
AFRLAEEEGARTEN T L/ RENEE, X T L
A7 it BB TN B8 e T AT E A MR
3.4.18 ﬂ‘ﬁmgﬁiﬂi computer validation
B XHRIEAH BN R AN FEFERE TENEN, BT
IWFRHBEREHATREN  JEA L ETRRENSEE

3.5 M B & &

3.5.1 N risk
WMERENEEMEENLA.
3.5.2 FRENEEM quality risk management
TEREA 7= 5 A A A A P, X 24 5 KU T A L 45 L YRl A
HRHRGELRE.
3.5.3 RAmRH product lifecycle
e BRI, & LT E SR TR,
3.5.4 REES risk acceptance
et XU B R
3.5.5 Mo risk analysis
X 5 153 4 L B4
3.5.6 QR TRAL risk assessment
7 71~ XU 7 3 Ao 7 e X S e XU R R R B R AT L R
R, B R T M E L RO 32 T RS 59 1T 5 VA .
3.5.7 M@ risk communication
TEVORE FIHAR B K A Z 18] 43 A e XU A XU B BRI 15 B
3.5.8 JXUB& 54 risk control
AT KUK 4 78 P S B RS T
3.5.9 REIEHM risk evaluation
. 30 .



P B B EUE M B O B R T R XU 5 48 S8 B IXURS AT HE A EE
B, LABA E B B B B . '
3.5.10 XEEIRH) risk identification

R Y5 A B T3 AR B0 BT 1 K S 0] B[R] R A 9 7R AR
.
3.5.11 X@EEH  risk management

7E R B BRA P B R R S R R B S HBUR B
MR RGN
3.5.12 R EE risk reduction

g ARG AR B & A B4 AR 3R 0 77 2 M T SR BB 5 M
3.5.13 R HEZ risk review

R IR A 5% B0 357 1 G PR B D R RN 2 56, N KU 4 B AR
B &5 R AT W R BRI .
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4 EHEREME

4.0.1 EP?&{J{,Q&% central lab
. ﬁéfifﬁ%ﬁiﬁ%ﬁﬁﬁ%ﬂﬁgﬁﬁé@iﬁn
4.0.2 ;EAE% bu11d1ng for scientific research

Fﬁﬂiﬂ\iﬂ%ﬁ?ﬁpﬁfﬂiﬁlfﬁlﬂ@@ﬁ,@ﬁiﬁfﬁ%\ﬁﬁ)ﬁﬁﬂ
B A RS ;

4.0.3 SR HE building for lab

HEMATNER AP ML TR 5, @?ﬁ@ﬁﬁ;&%%
THIEREMFR T/EZE.

4.0.4 FEHZEIE lab for public use ‘

ERTZ2FRULERE & IEHTEE R PR AR T
FERIZER =, . :

4.0.5 LTHEZHB=E dedicated lab.

ARFE IR BEE R COME R B 559 TG B 4R . By 58 5 . Bl
BT IS S LIE % KA, HEBR ST K T (I P T L
BE R NS BB E A
4.0.6 ‘EYiEFE=E lab for bio incubation

TEN T4 T AT EY R R BRI R A

LR AEERSEAE. HERWAREZCOFEERBE R,
R IKST R LA BRI R R AR . :
4.0.7 HYResLikes biosafety laboratdry

168 5k B B 5 I R R e §JE%$€%E’EE’J1&E%%%
EMFYLRE, AEELREREHBAE.

4.0.8 AW microorganisms

HE%E%‘J&%@%@%ﬁ%ﬂﬁéﬂiﬁjjlﬁﬂﬂﬁﬁmﬂd\ﬁi%:&ﬁi
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4,0.9 wmIEAE Y pathogenic microorganism
REAS 5| S A\ S 3 W B i ik 9

4.0.10 AEYHF biological agents

— UV AL A M R
4.0.11 jgEE pathogens

AR B S A B B A R
4.0.12 EHE colony forming unit, CFU

BB A Yy 40 O TE T R F 3 A K S T G Y R T

DL B,
4.0.13 JiREH sedemental viable particles
HEENTIREDEETNEE.

4.0.14 BFIHEHE airbone viable particles
HEENRIFEESS P,
4.0.15 FmEHE surface viable particles
B ENSYIRE TN EE.
4.0.16 KHEE endotoxin
2 B T A MR B — S SRR KIREY . M4
WART S B EESBME N E R, WERKEH#AMBRSE

- BRI

4.0.17 THAEYISRAF level of microbe contamination

FRAETF BB ORI 22 4R k) o ] 4k 350 JB0RY 26 o B 2 oy 14
R (B0 8 T 1oL 45 0 B A ) R i BAEYIE YK ER
BLAAETS B s R AR AR AT , 502 6 1 37 925 30 B A X R4
Yr o s 2R Ay AR
4.0.18 ITHE® sterility test :

RIEL MM EH T BRI 5 EYF 38 BOR B
b 5 o ’ﬁﬁﬁ%?ﬁf%%“ﬁ’ﬁ%a%f’ﬁﬁﬁ[ﬁ%%?ﬁﬂﬁﬁﬁ‘%ﬁ
3@@%%%&!‘]%‘%%?’5&&?%’%%—4\3%@ H.
4.0.19 HAEYKE microbiology test
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*&ﬁﬂlﬁ%ﬂﬁﬂiﬁﬁﬁjﬁﬂﬁ/ﬁ;)}i%ﬁﬂ%ﬁé%ﬁ%kﬁﬂ% By 7
. BEMR E@%ﬁ%%%%%@ﬁ%ﬁ&%ﬂ%ﬁﬁ o
4.0.20 BAEZEMAEYRREE microtest for potency of anti-
botics : ‘
EEEEGT AR IE B RN AT R BT GRS PTER
o Ak Ay B 0 ) 4 P B EE R BT
4.0.21 AHEHANBTERERE endotoxin test
ﬁ@ﬂﬂiﬁk&ﬁié@%ﬁ%?‘i%éﬂi%d\]%?, B4 30 o7 43 3K o
*%%Vﬂ%ﬁﬁ%ﬁ%%éﬁ%ﬂ%ﬂ@—ﬁﬁ%o
4.0.22 PHMEXTRRIXEE . positive control test
ﬂq?*‘]%ﬁﬁ%%ﬁﬁ%ﬂﬁi%ﬁﬁﬁ?ﬁgi%?%%%@ﬁ?ﬁ%—‘
oot BRI T k. ‘
4.0.23 ViBREHEKE depositing bacterial concentration
R EAN R ER 90mm i S MAE SR PR E—ENE,
H2REFHIEEHMEERCEFU) Ao g2 S ] LLYTRE T 3R B0 40
B (A /m®), FEARTIEREERE. '
4.0.24 FIrMEEE airbone bacterial concentration
e B 2SS P REPLR B StREEHREZ T ERBHME
EH(CFU) S FEE R PR RER/m®) IR IR .
4.0.25 EEHLEEE density of surface contaminated bac-

terial

%*@%f%%ﬁiﬁ#ﬁf%*ﬁ‘%)ﬁf@tﬂ KEEH(CFU),
RF L EEERHMERC/m.,
4.0.26 HEYEE biosafety
ﬁﬁafﬁ;ﬂﬁi%E%#%&%Xﬁi%%%ﬂ%%%ﬁiﬁ%%%%
I -
4.0.27 B laboratory animal
5 N T X ELH S A AN 3 A T ST IR R HE R
ﬁﬁ‘ﬁ%‘ﬂéﬁ‘ﬁi’%,Fﬁﬂ:ﬂi’lﬁ%‘ﬂﬁ\Lj‘cf"\ﬁ%u&ﬁf&ﬂ%i
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BHzhY.
4.0.28 sCISEhYSCIS G experiment facility for laborato-
ry animal ’
LABRSE , S0, B, AL W 0 & 25 B M e 7 B A P R
o B B T BEAT 3 4 S 56 B9 B S AR A I JAFR
4.0.29 SCISEh A W breeding facility for laboratory
animal
RT SR Y4 7= MBS i 4 5 BFR .
4.0.30 L EIFEIEE conventional environment facility
' HELEBERRER, HTFLRIYAETRI WL R ERY
MR BB B
4.0.31 Jﬁlﬁ%%&ﬁﬁ barrier environment facility
REFEIFER, BT ERIWE TR Y LR ERY
ME W B,
4.0.32 ELFIFIE conventional environment
REshWEEREAER BHARMY S A, R
TEBERERET BRI FESHWHEANTE, EHTRAETE
4.0.33 FEFRE barrier environment
RS YBERNEABR, TREH AR RS S
W5 BERTRBEE LR R E RS,
4.0.34 [EEIfIE isolation environment
RATHWEREUREENTERSR TR E LY 8
PR 1B TR B T 4 S % SR 4K . 2 4= (gnotobiotic) & 5 B (germ
free) SLH Y.
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5 BEZTHREIT

5.0.1 EZTIHEX pharmaceutical works area

b 2N BE 25 Tl A ol A AR S Bk Aol 28 A R — AR X8
5.0.2 EZTEX AR planning for pharmaceutical
work area

7 E AR B3 SR, AR HE B 25 Tl B XA = M A R Bl (X
KRR B B S A TR BBV RR YK
LRI REFTHEBRHH T,
5.0.3 EZTWT) #ME planning for pharmaceutical plant

EFRARKEL T IVEXAMHES T . NEHT K
A PR B B A PR A TR R B R B ik
WGBS RAERRS RMEH#ITR— 2, HERBERERARA,
BT X 1R R s B AR .
5.0.4 EHEEZE pharmaceutical clean room

R BN T AMMAEYREUREE BE ENEFSHZE
g B2 24 £k 7 i) R R F 2S
5.0.5 AR&ILH=ZE room for cleaning human body

B 7 R I R X 2 R — R P AT AL G B IR
5.0.6 YREIHZE room for cleaning material

R TE 3 A R X 2 B R — AR R AT AL I B AL
5.0.7 AR people flow

AR AE N RS X B AR B AT E B B AE
5.0.8 YW material flow

H 2 T B SRR L AR 2 B R R T X B ]
B 2 A .
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5.0.9 HYEmE biological clean room
HHEEESPERMAY BRI ENEEA MR E,
5.0.10 ?E’%‘.Ek?ﬁ‘% air shower
A B T R SR IS T R A S X AR /Y R R T
FRTH/NE,
5.0.11 ZEnhig buffer room
T PO [ 97 0 55 0 X 08K 2 ) B R — 3 v R R R s [ 22
6] B B A 38 XU R 45 4% P 2 )
5.0.12 SH{(E)  airlock
FEEHESZENAD, BT HREI R TSR B R 2E T
BE BB :
S 5.0.13 EESSE positive pressure airlock
SPENENRFHBX B E.
5.0.14 HESHE negative pressure airlock
SPENES/NTFHERBRSYE.
5.0.15 f&iHE (F) pass box
T B 355 b BB B BTN R R R A T BT T B4R, 0 BT
P17 5 DX TR 0 v X S 0 v X 22 1) 7 TR B 32 v 6 S B B
RTEBYEMTRA,
5.0.16 SHdAH air distribution,space air diffusion
SENESWWANTE S MM TS AL, U RS KA
T B 1B 0 25 SR B VBB T B D R AT R T T AR,
5.0.17 =KIEHE air cleanliness
LA B AR FR 23 v SRR R 5 2 0y Y O R [X 43 B i v
BE.
5.0.18 &4y pr particle concentration
BAERES PR THRE.
5.0.19 SHEWRE microorganisms concentration
BARRE S P RRE.
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5.0.20 EFHT airborne particles .
HFSREEESENESPERPRTRTHEEE 0. Spm~
5pm B B AR FR AR T .

5.0.21 SREME air pattern
FEREKHRSITEAMIHRE
5.0.22 HAm¥E unidirectional airflow
?%$~7ir?d%%ﬁ?ﬁi%%ﬂﬁ%ﬁﬁtmi’i~§iﬂ@’—ﬂﬁo

5.0.23 HEHMIR non—unidirectidnal airflow
JUARFFA B i SO
5.0.24 BEW mixed airflow
=Bk 1 | A Bk = R
5.0.25 FEHBMR vertical unidirectional airflow
557K - T 2 B A BRI
5.0.26 7K5|?$.[E]°ﬁ horizontal unidirectional airflow
KT FAT B BT '
5.0.27 REEEE room differtial pressure
Rl B 1R R 1 W 22 1E .
5.0.28 =& as built
BGEZBR, A A EEFET, BREFRE Nk
N
5.0.29 #& at rest
BCZ2ER. A RECERE s 3 Ml 3 A0 A R TR A
REBATHIE AR
5.0.30 HE in operation :
Wi LHLE RS BIT . A MEMARTES IR E BORAS
s
5.0.31 HEWRE)HHE room recovery period
B ERIGIE LSRR TENE MBS BR AT T
WEFT, B B E A B E S 2 P I BE B I IR AR .
.38 . '
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5.0.32 [RE#s isolator

Bo % B 9 (ISO5 20 B3 B 3 1 R B Ry 25 AL 26 B, 3B
ol AR R B 4R 25 5 AN IR B (A L BT 7E O 35 o B AR VE A B 58
ERENEERRSA.
5.0.33 [RH#IEMERERS restricted access barrier system,
RABS .
— AR E R R NEE FERANBIR RS, #dT
PR R A 3 5 7 i B0 R R 4R A 5 40 B S PR B 4R R 3R
55, DT A9 7= ot SR AL T 2 A £
5.0.3 FREERS opened restricted access barrier sys-
tem,0-RABS

- EXGESABRRE S RENRHEMERERS.

5.0.35 ARXEERS closed restricted access barrier sys-
tem,c-RABS

(e X388 5 2 B T A T XL T ) B R A R 2 R B
RE,
5.0.36 FEF glove box

— I EHAKEE KRFERRER, THEEERFEEREN
BAREEAE SR/ F A E B,
5.0.37 EHEMIR clean floor drain

BAAKEH AR EAUREHKEERESS, B EEEX
ZETKEEIGRNFHRAKSER, BEHAFHERX L Al
o
5.0.38 JK#H water seal

B —EmERAKRE, FIEHEKE R RERAZAKLEE.
15.0.39 EHEK non-polluted industrial wastewater

R3Z 2 5 R s BT P B A T K
5.0.40 EHEEK wastewater with active bacteria

AWl i A S R T HE B R A R K. %
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%ﬂ(%%éﬁﬁ%ﬂﬁ%%ﬁ%ﬂ%ﬁﬁz%ﬁﬁ(X%mﬁ))’a‘ v
B 3 A 3 S K AL T R G AT R SR AR AL R
5.0.41 FEEEK wastewater of biohazard
BEEEYHAFERTNEFETEK.
5.0.42 FSTHEEEAK wastewater with radioactivity
ﬁiﬁﬂn‘l’?‘cgﬁz(@ﬁi@ﬂeﬁiﬁﬁﬂ)ﬁiﬁﬁﬁ*ﬁﬁié@@ﬁﬂ%@%
REEK.
5.0.43 KETEEBIAETELR compact line for ampoule injectable
production .
ﬁ?%%%m\%ﬁﬁmﬁq:ﬁ%m%ﬁ%ﬁfgﬁﬂu&%ﬁi—!ﬁ
3 A SR R R B B A
5.0.44 KEBRBBhAE =LK compact line for LVPs produc-
tion
Eﬁﬁ%%ﬁ#ﬁﬁ#ﬁm\%%m\?ﬁ%m\mgﬁDm\ifL%mﬁ
25 Bl oy 2 L 2 4 R B R B IR B B A
5.0.45 VOMIEBE BN A Fo 2% compact line for vials injectables
production
Hﬂﬁ?ﬁ#ﬁ‘yﬁﬁﬁm\%ﬁﬁﬁ%?ﬁ%m\mW?@%(*ﬁWﬁ%)
mﬁL%mﬂﬁﬂﬂﬁ%m%@ﬁﬁE%@%ﬁﬁﬁ%ﬁ&%o
5.0.46 EHTIESR clean bench
R s TR R RN TG .
5.0.47 HYE4EE bioc safety cabinet
*Wﬁ)fil‘iﬂ’gﬁmﬁ,H%Tlﬁiiﬁ#%ﬂﬂ:fﬁi%ﬁﬂiiﬁgﬁﬁ
e A R
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6 YNGR

AAALAC Association for Assessment and Accreditation

" of Laboratory Animal Care E bR LS YA AR RS

AHU air handling unit = HLA
A/L air lock K8 .
ANSI American National Standards Institute EZEH

HARHER

API American P‘etrochemical Institute/active pharma-
ceutical ingredient EZEAMMDES/JRB2E, E YA S

ASHRAE American Society of Heating, Refrigerating and Air-
Conditioning Engineers,Inc ~ ERE . F¥ 55 F TREMh &

ASME American Society of Mechanical Engineers
EEIM LIRS

ASME BPE Bioprocessing Equipment Standard of
American Society of Mechanical Engineers EEHLE T REIR
MERFAEY TREFWIRHE

ASTM American Society for Testing Material *XH
BB A&

BAS building automation system BERY B RS

BD basic design FHaixit

BFS blow-fill-seal R

BL bio-safe level A )& 4K

BMS building management system BMEEEH RS

BOD; biochemical oxygen demand 5 HEAMLESRE

BP British Pharmacopoeia Bz
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BPC bulk pharmaceutical chemicals  JFBIZ

CAV constant air volume EXE

CFU colony forming unit BEE BB

CGMP  current GMP  BRAF25 A = R B A BHIE

CIP cleaning in place TEPLVE TR

CNC controlled not classified BHERTR

CODer chemical oxygen demand hFEER

Ch. P. Chinese Pharmacopoeia o [ 25 #

Ch. P. 2010 Chinese Pharmacopoeia 2010 Edition es
[l 24 8 2010 R
DD detail design  fi TEI&IT, PRI

DOP dioctyl phthalate SR HER _FTR

D/H dry heating F#

DP different pressure JEE

DQ design qualification B ARIA

EMEA European Agency for the Evaluation of Medici-
nal Products Bk B8 24 S AL

EP European Pharmacopoeia BRI 25

EPC European Pharmacopoeia Commission BRI 25
MBS .

EPC engineering/procurement/construction it/ %
W/ T .

EPCM engineering/procurement/ construction/manage-
ment /R T/ EE

ERP enterprises resource planning Ak FE R TR

EXP explosion proof B5 k%

FAT factory acceptance test T 56 ek

FEED front end engineering design Bk TRREIT

FFU fan filter unit KL g # T

o 42



FS feasibility study AT AT PR 5T

GAMP good automatic manufacturing practice H 3
45 B A

GAP good agriculture practice H G EEREE
MG |

GCP good clinical practice 25 L e R IR B B TR A I

GEP good engineering practice RiF TREEE

GLP good laboratory practice i ERIRF R B
B

GMP good manufacturing practice HGETEREY
M

GSP good supplying practice HREEREEEME

. GxP GCP/GLP/GMP 2 il BRIAE R B AL IS . 265

Ak I RO 5 BT B R AT A 25 Ak P R B R & = M TE
G

HACCP hazard analysis and critical control point 1&,
VP S

HAZOP hazard and operability analysis fE 1 5 ny #

HEPA Filter high efficient particles air filter s
KT

HSE health, safety and environmental R .22
Wi

HVAC heating ventilation & air conditioning ¥ BB

BRE =AY
- ICH International Conference on Harmonization of

Technical Requirements for Registration of Pharmaceuticals for
Human Use  ARZYEMHEARERERR ALY

ICH Q1 stability #a R E s
« 43



ICH Q2 analytical validation IR L A

ICH Q3 impurities =R

ICH Q4 pharmacopoeias 25 i

ICH Q5 quality of biotechnological products H BB
RFERRR

ICH Q6 specifications S S

ICH Q7 good manufacturing practices (GMP) 2
He 7 R TV

ICH Q7A good manufacturing practice guide for active
pharmaceutical ingredients YEH 25 Y 4 9 GMP 1855

ICH Q8 pharmaceutical development B E

ICH Q9 quality risk management FEXNKEEH

ICH Q10 pharmaceutical quality system Y e

#

1PC in process control TEEEER

1Q installation qualification LHEEIA

I1SO International Organization for Standardization
E| pi‘ﬁ@'fhéﬁﬁﬂ

1S014644 Cleanrooms and Associated Controlled Envi-
ronments f&@i%ﬂ*ﬁ%%ﬁ%ﬁﬁ?(ﬁ

ISPE International Society of Pharmaceutical Engineer-
ing  ERHETEHE |

JpP Japan Pharmacopoeia H 7= 24 i

LEED leadership in energy and environmental design
BB YR 5 IR R ITAIL

LEL low explosion level BIETR

LEV local exhaust ventilation R HE SR X

LF laminar flow =3

LVPs large volume parenterials P32 ¢id gl
o« 44 -



MVP master validation protocol IE F 3R

OEL operator exposure level BIEARBBENR
oQ operation qualification BITHIA

OSD oral solid dosage AR 44 i 5]

OSHA Occupational Safety and Health Administration
Rlr#Ze5@RERR

OTC Drug over the counter drug e

PB pass box 1B B

PD preliminary design B

PDA Parenteral Drug Association E PR 75 bh &
PFD process flow diagram IZERER

PIC/S Pharmaceutical Inspection Convention/Pharma-

ceutical Inspection Cooperation Scheme AR A A E R

/N

i

EX0

4]
P&ID piping & instrument diagram EHEMERE
PLC programmable logic controller ] 2% 72 12 e P

PPE personnel protection equipment MABT KL
PQ performance qualification HEREREIA

PW purified water #fifk K

QA quality assurance =g Y

QbD quality by design FRERETRIT

QC quality control FEEH

QRM quality risk management FREANGEH

R&D research and development iy

RABS restricted access barrier system R il 122 fal P B8

RO reverse osmosis RBHE
SAT site acceptance test I 37 56 i i 3R,
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SCADA surveillance control and data acquisition [y

SFDA State Food & Drug Administration EES-$
B EER

SIP sterile in place LK E

SOP standard operating procedure RN R

SVPs small volume parenterials INEBE RS

TGA Therapeutic Goods Administration K F I
ZimERR

Tri-C tri-clamp connection THER

UDAF unidirectional air flow BES R

UFH unidirectional flow hood ~ HLETHE

UPS uninterrupted power supply NN

US FDA US Food and Drug Administration (=EE
MR EER :

USP US Pharmacopoeia X EZHm

uv ultra violet BhhR

VAV variable air volume Ay As K&

VFD variable frequency drive 7 SR IK BN

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

VRV variable refrigerant volume 745 1] ¥ 57

WFI water for injection HEH K

WHO World Health Organization R T AHRA
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KA IR 2.1.5

) 2.1.53
WE Bt 2.2.74
A 2.2.73
PUR/; 3 2.2.7
IR R 2.2.98
it i 2.2.50
H
SRWE 5.0.18
BHEEK 5.0. 40
THRE 5.0.19
CEil 2.1.40
A/ N 2.2.45
o E 2.1.34
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% vhE] 5.0.11
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action level

% x & 5

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
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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
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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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3.2.6
17
. 24
12
.35
62
16
12
43
44
45
.18
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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
€ross 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

3.4.13

3.3.4
2.2.16
.1.26
.2.31
.0.32
.0.30
.3.34
.3.34
2.1.5
3.3.5
2.2.5
2.2.2

= DN Do

w W

2,19
2.1.11
3.2.10
2.1.63
2.2.86
2.1.6
4.0.5
2.1.27
4.0. 25
4.0.23
3.4.3
3.3.22
3.3.21
2.1.85
3.3.18
¢ 63



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

. 64 o

2.1.60
2.2.27
2.2.102

3.2.3

2.1.37

2.2.54

2.2.93

2.2.30

2.2. 14

2.1.70

3.2.11

2.1.47
2.1.33,2.1.43
4.0.16

4.0.21

2.1.53

2.2.21

4.0.28

2.1.17

2.1.78
2.2.12,2.2.13
2.1.66

2.1.68

2.1.67

2.2.23

.2.46

2.2.3



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

. 80
.79
.73
.74
.75
. 64
.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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. 96
. 64
.36
. 36
.51
. 65
.57
.36
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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 ¢

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 2.1.48,2.1.51,2.

lyophilized powder
M
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

2
2
4
2
2.
2
2
2
2
2.1.24
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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
. 67
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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

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

. 68 o

.17
.94
24
.58
. 40
.29
.12
.2.24
2.1.8
2.1.7

N)—'NP—IL\D.CDNN

.10
. 69
.14
.31
.39
.27
.23
. 69
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. 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

parentéral dosage

particle corcentration

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

oW oo

== O O W N

2.1.88
3.2.13

3.1.8
.99
.57
.15
18
.18
.15
.34
.1.59
4.0.9

1 4.0.11

5.0.7
3.4.6
3.3.8
5.0.4
3.2.1
5.0.1
2.1.35
5.0.3
5.0.2
2.1.58
4.0. 22
5.0.13
2.1.39
2.2.75
2.1.13
¢ 69 o



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
o« 70 ’



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

w w W w w w
g O O Ot U1 o
© 0 3 O Gl >

3.5.10
3.5.11
3.5.12.
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
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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
. 72 .
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.68
.69
.70
.15
.16 .
.72
.56
.36
3.3.9
.32
.25
.84
.26
.28
.33
.18
.90
.20
.91
.63
.19
.31
.42
.25
.15
.44
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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

\'
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

2.1.54,2.

.29
92
.25
.46
.12
.74
. 82
.55
.38
72

D DN = = =N = NN DN W

.97
.71
18
.14
.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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W

wastewater of biohazard 5.0.41
wastewater with active bacteria 5.0. 40
wastewater with radioactivity 5.0.42
water for injection 3.2.5
water seal 5.0. 38
wet granulation 2.2.52
wet mixing granulation . 2.2.53

.« 74 .
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