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4%) 0 FUGTT R OMP AT J A CER G2
HIA LS FRAE
A & FA & Sterileproducts (3% # A S22 WARE ¥ ¢ RAFAUT ISR FHZ * 3L RAHIL
fZERMAIERT BLANBREAER)
A S5y GMP % 23 P & iT¥p 3 Ak (/6% 3L
A1 A.1.17" 5 ER A (Injectable ) fe % 1%
7% ##4 Liquid dosage Suspension) BESEE;
forms A.1.2" 2 st (Injectable [ 134 = 7
Emulsion ) iif'if?& -
A.1.3" ;2 8fi% Al (Injections) T % £ R AT

A.1.47" 7% i% &) (Solutions)

Al Ak WAk TR LT (RANA
B %R E)ALLR FRA AT S
FAL3IASERE ALLBRBHT

A.15 3%t -k (Water for
injections)

A13 18t B2 BATaE ALABR
BB AL2 AR BT EE
A1.3 st M2 AL4d B RMHI

A.1.67 F /B | § * i & (Sterile eye,
lear and nasal suspensions)

AL FRALATE AL2 i3 5
02 FH AT o R E
b -

A.1.77 pe/B [ § * $4 %] (Sterile eye,
lear and nasal emulsions)

B2 R AREEERET (RANS
BB NEE) ALOR/A/R T RipAL
A7k E ALS P/B IR T B AR

A.1.8"7 F/B | § * 7 7% &) (Sterile eye,
lear and nasal solutions)

A 0 AL7 BR/B/R T SR BT e E
A.1.8 FR/R/H % 3B AT 5 ALE e/
B /f* B2 AAEALTR/AIR?
5o R A FIH R o BL PR

A.1.9 # # (Others) = ? 3.
A.2 A2.1 X F 48 9 (Sterile Semi-solid] & # % #
L =148 &) 4 Sterile Semi-solid Jdosage forms) [ 13 % = 5
|dosage forms 21 % FRAT-3 « (Others)
A.3 A.3.1 % do §2 %k i1 5] ( Freeze-dried RANA
F ##| 7| Solid dosage forms |powder/Lyophilisate) [ 12 3% 7

A.3.2 3z i1 %&(( Solid fill/Dry

solids)

A.3.3

F 44 4]-H # (Others)
A4 # % (Others) RAUR
3 # (Others) [ 5. %= RA




B.2£& # & & Non-sterile products

A S GMP 2B P #ITEP % AL
B.1 B.1.1 " % Al(Suspensions) A3IBLIRAALALT S E B.LI
2 WA %A A 0 BL2 R 2 AT i E
WA 2 "3 g1 Isi B.L3 73R A4 7 B.LL iR A2 AT &
Liquid dosage forms B.1.2 ~ 3 #|(Emulsions) B.1.2 L 3R FIH B ARETE b o 2
* . A + ¢ Hoo

B.1.3 33 iz #l(Solutions) Pibz i

B.1.4 & # (Others)
B.2 B.2.1 X 7 %) %] & (Semi-solid dosage
2 FHH 3 forms)
Semi-solid dosage forms B.2.2 # # (Others)
B.3 B.3.1*" ¥ 2 4&(Coated tablets) APL4iBIL F AR YT E B2
AR ] 42 ~ B.3.3 3R 2 B.3.4 $eHAa

M x4 B.3.2 442 #47i% ¥ B33 kM2

Solid dosage forms B.327 g (Tablets) B.3.4stA AL » up g -

4y
B.3.3 *" 3 4% (Granules) # 35 : B.3.5 ) o3 £ A2 AT in E|

|B.3.6 % & ##a -

B.3.4 ** $7# (Powders)

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

B.3.6 *° 53 % | (Capsules)

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

B.3.8 - 3k | (Pellets)

B.3.9 1 #I(Pills)

B.3.10 > (Suppositories/ Pessaries)

B3.11 A 7 "% % # (Empty hard
capsules)
B.3.12 # A (Sticks)

B.3.13 # # (Others)

B.4 B4l + 2§ MElis (2§ A 8)Air

g *F A separation)

Medicinal Gases B42 %« 7 §F ##i3 (& =)(Chemical
Synthesis)

B.4.3 i# L it¥ (Filling Processes)




Skin Patches

B.5 B.5.1§ i *f %% (Aerosols)
o B LRI
.H 2.0
Pressurized preparations B.5.25 # (Others)
B.6 B.6.1RE# (Patches)
A K REAI

B.6.2& % # (Plasters)

B.6.3# # (Others)

B.7
8

e

Others

# t# (Others)

C.2 # % & Biological medicinal products (3¢ *3F& -2 WAzl ¥ # £ RALE - WHBrFER  £9
AFAMREEI AT 2 WA TER BTSRRI AL RAFLSZ A TR

A 53y GMPH: 2 P &rit¥p % RUARH 1F/H L
C.1 = j% & % Blood products | ;% %4 (Blood products) (& AR &
(15 %= 5H

C.2 & i Sera products

=& 73-(Sera products)

C.3 & # & & Immunological
products

% w (Vaccines)

Ch wm¥% sk & & Cell
therapy products

Pz 5k A &(Cell therapy products)

C5 A Flick & & Gene
therapy products

& FieF A &-(Gene therapy products)

Co 2P HiIFE &
Biotechnology products

A Fl 1 oA 2 H R W Ow
(Biotechnology products)

CT AR/t 5P g 7
Human or animal extracted
products

A K8/ 5P~ & F-(Human or animal
extracted products) ~ iF AT B A &
(Allergen products)

C.8 ,3.2_.%‘21 2 & & Tissue
lengineered products

o 1 42 & & (Tissue engineered
products)

C.9 # & Others

PABEEE R BPAE 2
(Others)




D.#H A FER %
i 3% 53l GMP# &itk p % B
D.1 & %iv¥ D.1.1 %A L EiTE
Primary packaging |(Primary packaging of liquid dosage
Forms)
D.12 X HWAIL» XiTE
(Primary packaging of semi-solid
dosage forms)
D.1.3 A A& LiTE
(Primary packaging of solid dosage
forms)
D.2 & Eit¥ D.2.1 # % ¥ ¥ (Secondary
Secondary packaging packaging)
D.2.2 ptiE 1% ¥ (Labeling)
D.3 £ D31 BEAEF ~HR2 =T~ H W JERRELP T
Others (Others)

E.R#L% Active Pharmaceutical Ingredients (3X ## & %

ZREFERYSHUERERE T )

TR B2l REHY 2P ER

A SN GMP % 2 p RiTEpN % B Ak (/% 3L
E.l £ F & A F (Sterile Active] |& FHEA
RARPE [Pharmaceutical Ingredients) [ 18 %= 5
Sterile Active Pharmaceutical
Ingredients
E.2 2t & ) R % (Non-Sterile Active
R FRFE [Pharmaceutical Ingredients)
Non-Sterile Active
Pharmaceutical Ingredients -
E.3 4 w52 Bl (APls of Biologicalliz 9 % %‘1%1 P TR R R AR
FHERL RPELE [medicinal products) AA &
APIs of Biological medicinal
products




Fa# 24 2 g 34 Specifically toxic and hazardous substances

A S5

GMP 23 p &2iT¥p %

WAk f6/4 3L

FHI3B2 23FF
Specifically toxic and
hazardous substances

F.1 5 # % # (Penicillins)

R 2 Ak TR R B e g
A AT AR (R

F.2 88 3¢ + 7% % (Cephalosporins)

R TN RASARFR
w) -

R FREYESPL A P PRER

F.3 j7 # % #8(Hormones)

F.4 % # 4 (Cytotoxics)

F.5 # # (Others)

M GMP R Aps|f 9 > ki 4
ARpEABATENLT 2 p AFH
R A RR ARG FRRR P
BEITECUFEFARARBER R
o @ ik E Flepgck (Estrogens) 3
AEINAUFEFFS POYFA
RRT2@EER-KW? L2, TR
£ Thak-R%$? bR o4 2 >
AR T REERRS R SR 2 EAE
PHMREARY CRFRGTRED
FRARFRZRE




