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() e FASF7 2 GMP R P AITEPA L
il 2\
-3 A XE R B
A & & & Sterileproducts (3% 84 &2 HAE ¥ F REFAUT S ERFHZ L 2 ERuA
A ZERMAAUIKE RABKBEAER)
A 55N GMP ¥ %3 p &2 it ¥ p % WA 1T/H 3L
A1 A.117 2 B (Injectable ] A2 % T
e %8474 Liquid dosage [Suspension) | & A A
forms A.1.2" ;2 845 B (Injectable EE
Emulsion ) A
*1 . . . = 2%/&%&@"“‘
A.1.3 " 1 8¢+7% & (Injections) [ % & a0 A
1 o - Berrl: fp ke WAapdk TiE T (& ’p«é’]ﬁl%
A.1.4 " 7% 7% & (Solutions) s B ) ALL BB AL A3
£ ALSLSFiE A2 ALA % ik A ’*'J z
A.15 jLs+® -k (Water for A15 A% ok o AL R A 2 &)
C ?;ag;{AM;p;’MéuﬁwiJi Al5 3 6%
injections) ko5 AL2 asbsiE 2 A4 T s E AL3
A167 /B /5 * ik Bl (Sterile L B2 ALAGG R AIHA 2 ALS L
Ophthalmic, Otics and nasal preok o ALL @ ER AL #ISIR Al2
. LA R A T AR R o0 T R
suspensions) Bz e
A177 /B [§ * 58] (Sterile % X2 1;1 PR T (R AL
Ophthalmic, Otics and nasal PE SR ) AL RIATR YRR AL
. 3|4 7 ol E ALS PR/BHF R A H
'emulilons) ] ALT /R R FoA 2 A AT
A.1.87 /B /8 * 3% 7% & (Sterile A.1.8 p/B/H % 3 A A A ALG P/
Ophthalmic, Otics and nasal B R AL AL e ALTRIBIG
. e W A Flop R AR oo B E A ID
solutions) .
A.1.9 # % (Others)
A.2 A.2.1 L 48 % (Sterile Semi-solid| & % &
& =% &) A Sterile |[dosage forms) [ 1337 7
Semi-solid dosage forms A22 % F4A-H © (Others)
A.3 A.3.1 % & 5% i3 548 ( Freeze-dried [ & A &
= ¥ #) 4] Solid dosage  |powder/Lyophilisate) [ 13 3% 3 7
forms A3.2 §5.4 i1 5+ ( Solid fill/Dry
solids)
A.3.3
F 4 A 4] -2 # (Others)




A.4
3 # (Others)

3 # (Others)

i 380 %

[12 3 % F

B.2t#& F A & Non-sterile products

A S GMP ;25 p &2 iv¥p % A3
B.1 B.1.1 " £ % #l(Suspensions) A 3BLIRRML MY R E BL3
S %A A 0 B2 ok 2 A2 i E|
b il &%

Liquid dosage forms

B.1.2 ° $*&](Emulsions)

B.13 3 AA4B.LL B Ak
B.12 F A A FIH RIS b o B

B.1.3 7 iz #l(Solutions)

fibz e 3

B.1.4 # % (Others)

B.2
ki
Semi-solid dosage forms

B.2.1 % = 48 %] & (Semi-solid dosage
forms)

B.2.2 & % (Others)

B.3
FA 3
Solid dosage forms

B.3.1 ** ¥ # 4% (Coated tablets)

#34:B3L ¥ 2R MYT M E B32
42 H] ~ B.3.3 3E R 2 B.3.4 3¢RA

B.3.2 ** 42 & (Tablets)

B324&RM2 MAUFi&xE B33P AZ
B.3.4 SR A A » it iEde o

B.3.3 ** 85| (Granules)

#32%5 1 B35 B E A2 M T ik
I1B.3.6 3 & &% 7 -

B.3.4 ** 4] (Powders)

B.3.5 *°.] 7 %% £ | (Pellet in capsules)

B.3.6 *° 5 4 | (Capsules)

B.3.7 #ic 7% & | (Soft capsules)

B.3.8 -|- 3 & (Pellets)

B.3.9 4 AI(Pills)

B.3.10 3 (Suppositories/ Pessaries)

B311 A& % * % # (Empty hard
capsules)

B.3.12 #4#(Sticks)

B.3.13 # # (Others)

B.4
7o i

Medicinal Gases

B4l ~ 7§ MH (% F # #)(Air
separation)

B42 + x § @ik (& +)(Chemical

Synthesis)




B.4.3 ;& > it ¥ (Filling Processes)

Skin Patches

B.5 B.5.1§ i *f %& (Aerosols)
o B LA

|Pressurized preparations B.5.2% # (Others)

B.6 B.6.1pEL& (Patches)

R K RbA|

B.6.2% %% (Plasters)

B.6.3H # (Others)

#% Others

Yt OO

# @ (Others)

C.3 $ % % Biological medicinal products (3% #% & S2 i ¥ ¢ @ - GUMEne d
PSP RAREFI A2 QAN TER BT RA I SREFESZ AR TRA)

A S5y GMP; 255 p riv ¥ p % Bk ie/8 i
C.1= %2 & Blood w ;% %A (Blood products) BES-R K
products [ 18 %= 57

[c2: 7 Sera products

= 7#(Sera products)

IC3i& A&
Immunological products

% w (Vaccines)

IC.4 W% ;5% & % Cell
therapy products

fmre 5% A & (Cell therapy products)

IC5 & Flisk A & Gene
therapy products

& Flis % A &(Gene therapy products)

IC6 2+t &
Biotechnology products

A T 1 2 2 H koo WA
(Biotechnology products)

IC7 A ¥/ 33 &
Human or animal
[extracted products

A R8/#s 7 5B~ & F-(Human or animal
extracted products) - i 7 R A &
(Allergen products)

C.8 31424 & Tissue
engineered products

o1 f2 A & (Tissue engineered
products)

C.9 H # Others

FARES R BPAEHe
(Others)




DR FA FER

X33

GMPH: & T} %

# 3

D.1 4 %1%
|Primary packaging

D.11 A4 KiTE
(Primary packaging of liquid dosage
Forms)

D.12 & AHAI A KivE
(Primary packaging of semi-solid
|dosage forms)

D.1.3 WA g 4 it ¥
(Primary packaging of solid dosage
forms)

D2 & it
Secondary packaging

D.2.1 # % i¥ ¥ (Secondary
packaging)

D.2.2 pki% 1% ¥ (Labeling)

D3Hu
IOthers

D.3.1 & Fﬁf{?% N1 W AN N
(Others)

RREEEP P

E. R % Active Pharmaceutical Ingredients
B2 RPEERRFURBERZT )

O% 28RS TEE, PSR 1Y > 35

Sterile Active
IPharmaceutical
Ingredients

A S5 GMP 2 5 p g2 it ¥ p 3 B Fe ik (F/E
E.l £ F R F # (Sterile Active] |& FHA
£ EFRFE Pharmaceutical Ingredients) P

E.2

ARHRAE
Non-Sterile Active
[Pharmaceutical
Ingredients -

2t & B & K # (Non-Sterile Active
Pharmaceutical Ingredients)

E.3

2P ERLRPE
APIs of Biological
[medicinal products

4 & 5.2 Ftl % (APIs of Biological
|medicinal products)

R
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Fa# 242 g3 45 F Specifically toxic and hazardous substances

A S

GMP ;28 p #iT¥p 3%

WAzdk fe/4 3L

FEIAME ETHF
Specifically toxic and
jhazardous substances

F.1 &% % (Penicillins)

B 2 AR (T R 4 R E
2RI AENY (T

F.2 8832 + /% % (Cephalosporins)

whlie . ViR RFSARFE
&)

L FREYERNI A P ORISR

F.3 /7 # % % (Hormones)

F.4 ¥ # i (Cytotoxics)

F.5 # # (Others)

M GMP AP FH > ef 2
ARPEERBPLIENRT 2 p LHH
KW R RE o ARG ERRA P
nETELHEFEFORARLAERRE
fo @ BAF Flepgck (Estrogens) 2|
AR AINEBEREFES PRYA
BRT2FAR-®%Y 52, »TH
2 Thb- K%Y PERBHIE,
R P REERRS X% ~RF 2 A
RAAMEI AR RFRGITRED
1R 5 H2 R




