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A.& FjA & Sterileproducts 3% 2 A 2 QR ¥ ¢ HRAFAUASELREF2 L 7 ERrEA
A ZERMAAURKE RABNKBEAER)
A &5 GMP #2358 p &2 it ¥ p % B A2 (F/5 3L
A1 A.117 2 B (Injectable ] fe (%
e k8|4 Liquid dosage |Suspension) | & A A
forms A.1.2"1 33 845 B (Injectable L
Emulsion ) ERTA
*1 . . - - = E‘E‘A/Tz’ggﬁ"ql
A.1.3 ~ i &% &l (Injections) [ % 2 e e A
1o s : Bl Ap e WAk TR T (R AR
AL4 7 7% i Al (Solutions) B S ) ALL 7 FR AL AT
FAL3 s A2 ALA R iRHHE
A.15 3%+ -k (Water for A.1.3 3 6% A2 H A7  E ALL Bk
N A AL LA M T s E
Injections) A13 i@ 2 ALl 3 #ET
A.167 /B [ * R %A (Sterile ALL & FR A 2 A 8 AL2 3 sts N
|Ophthalmic, Otics and nasal fﬂ’i‘l R UARSN o B p Y
. Fp °
suspe*nsmns) B2 Ap e AR (TRE T (B F K
A.1.77 p%/B | § * 54| (Sterile b ) 0 ALG /IR R R A 2
Ophthalmic, Otics and nasal FA TS E ALB /AR 3 R AE
) ] ALT B/ A2 A T R
emulsions) 18 RITIE R AM  ALE Ff
A.1.877 %/B | § * % i% A (Sterile B /5 % R A2 A4 ALTR/BIH
|Ophthalmic, Otics and nasal e AR FLY QAR 0 R B b
=
solutions) -7
A.1.9 # % (Others)
A2 A.2.1 X 48 % (Sterile Semi-solid| & % %
X ) R # &) Sterile |dosage forms) [ 18 % &
Semi-solid dosage forms A22 % FagA-H © (Others)
A3 A.3.1 % &b 5% 2 548 ( Freeze-dried [ 1® A&
= ¥ #) 4| Solid dosage  |powder/Lyophilisate) [ 13 3% 2 7

A.3.2 54 i3 5| ( Solid fill/Dry
solids)

A.3.3
F 44 4]-H # (Others)




A.4
3 # (Others)

# # (Others)
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B.2t#& # A & Non-sterile products

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

Liquid dosage forms

B.1.2 " $*&](Emulsions)

B33 AMABLLBRA 2 AL E
B.12 A A G WaHw? F - B

B.1.3 i iz #l(Solutions)

fibz e e

B.1.4 & % (Others)

B.2
ki L
Semi-solid dosage forms

B.2.1 X = 4 %] & (Semi-solid dosage
forms)

B.2.2 & % (Others)

B.3
FEH 3
Solid dosage forms

B.3.1 ** ¥ # 4% (Coated tablets)

#314:B3L ¥ 2R MYT S F B32
428 ~ B.3.3 3gR 2 B34 3¢RA

B.3.2 ** 42 & (Tablets)

B324&RM2 MAFTimE B33P AZ
B.3.4 SR > P iE o

B.3.3 ** 854 (Granules)

#32%5 1 B35 [ B E A2 M T k¥
|B.3.6 % & & A7 -

B.3.4 ** §¢# (Powders)

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

B.3.6 *° 5 4 | (Capsules)

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

B.3.8 -|- 3 & (Pellets)

B.3.9 4 AI(Pills)

B.3.10 &%l (Suppositories/ Pessaries)

B3.11 & % *% % # (Empty hard
capsules)

B.3.12 #4#(Sticks)

B.3.13 # # (Others)

B.4
Foiu

Medicinal Gases

B4l + 7 § ME (% §F 4 #)Ain
separation)

B.A2 + 2 # M#lis (& 2)(Chemical

Synthesis)




B.4.3 ;& > it ¥ (Filling Processes)

Skin Patches

B.5 B.5.1§ i 8 %& (Aerosols)
o B LA

|Pressurized preparations B.5.2% # (Others)

B.6 B.6.1pE& (Patches)

R K RbA|

B.6.2% % # (Plasters)

B.6.3# # (Others)

B.7

Others

#w (Others)

C.3 $ % % Biological medicinal products (3% # %2 S-2 il ¥ ¢ R F - gAML e; H
PSP RAREFI A2 QAN TEE BT RA HASREFESZ AU TRAD

A S5y GMP; 255 p priv ¥ p % Bk iv/8 i
C.1= %2 & Blood w ;% %A (Blood products) (& AW
products [ 18 %= 7

lc2« # 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

2 Fli5 % A &(Gene therapy products)

IC6 2+t &
Biotechnology products

A F 1o 2 H koo WA
(Biotechnology products)

IC7TAH/&FH 54 %
Human or animal
[extracted products

A K8/ $ 5P~ A& F-(Human or animal
extracted products) -~ i & R A &
(Allergen products)

C.8 a1 & Tissue
engineered products

o o1 42 & & (Tissue engineered
products)

C.9 H # Others

UESS-EE I R
(Others)
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D.1 4 %1%
|Primary packaging

D11 &AL, XiTE
(Primary packaging of liquid dosage
Forms)

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

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

D2 # ¥t

Secondary packaging

D.2.1 & % ¥ ¥ (Secondary
|packaging)

D.2.2 pki% 1% ¥ (Labeling)

D3Hu
IOthers

D31 & Fﬁf{?% N1 BRI R
(Others)
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E. R % Active Pharmaceutical Ingredients
B2 REERRFURBERZT )

(% 2ARN TEA, RELERAHY 25

Sterile Active
IPharmaceutical
Ingredients

A SN GMP ;23 p iT¥p % %] 42 3% T/ 3L
E.1 £ F R F # (Sterile Active] |& FHA
£ EFRFE [Pharmaceutical Ingredients) L

E.2

ARHREE
Non-Sterile Active
[Pharmaceutical
Ingredients -

2t & B & % (Non-Sterile Active
|Pharmaceutical Ingredients)

E.3

2P ERLRPE
APIs of Biological
[medicinal products

4 2 5.2 ftl % (APIs of Biological
|medicinal products)
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Fa# 242 g3 4% F Specifically toxic and hazardous substances

A S

GMP ¥ 2 p it ¥p 3%

WAk 6/ 32

FRIABE 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
&)

R FR Y ERNI A PHRER

F.3 #7 f % % (Hormones)

F.4 jn*% 4 3 (Cytotoxics)

F.5 # # (Others)

¥ GMP RFEAPSIE KA > e 2
ARPEERBLIENET 2 p LHH
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DY ELEEREFORREERE
o @ B lepgck (Estrogens) #f
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