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

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

Al Ak WAk TR LT (RANS
%R E)ALLR FRA AT
FAL3ASERE ALLBRAHT

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

A.13 st B2 BATaE ALLBR
BB AL2 AR BT EE
A1.3 st M 2 Al4d 3 RMHI

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

AL FRHLATE AL2 i1 1
32 FH AT o R E
b -

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

B2 prAREEERET (RANS
KB NEE) ALOR/A/R T RirAL
A7 o E ALS PR IH Y B AR

A.1.877 F/B | § * 7 5% & (Sterile eye,
lear and nasal solutions)

A0 AL7 BR/B/R T SR BT e E
A.1.8 FR/R/H % 3B AT] 5 ALE e/
B/ BRI AAEALTR/AIR?
5o AR L FI R o BL B

A.1.9 # # (Others) = ? e
A.2 A2.1 X 748 9 (Sterile Semi-solid] & # % #
L =148 &) 7| Sterile Semi-solid Jdosage forms) [ 13 % 2 5
|dosage forms 21 % BRAT-3 « (Others)
A.3 A.3.1 % do §2 %k i1 %] ( Freeze-dried RANA
F 4 #| 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 % A
B.1 B.1.1 " % Al(Suspensions) A3IBLIRAMLAT S E BLI
2 WA %R AAA 0 BL2 R 2 AT % E
WA "3 g Isi B.L3 7R AA1:B.LL iR A2 AT &
Liquid dosage forms B.1.2 ~ 3+ #|(Emulsions) B.1.2 L 343 FIH B ARETE b o 2
* . A + ¢ Hoo

B.1.3 33 iz #/(Solutions) PRzt

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) AL4iBIL F AR MYT M E B2
AR ) 42 ~ B.3.3 SR 2 B.3.4 $eHAa

" x4 B.3.2 442 #47 i ¥ B33 kM2

Solid dosage forms B.327 4 (Tablets) B.3.4stA AL » g -

4y,
B.3.3 *" 3 4% (Granules) # 35 : B.3.5 ) o3 £ A2 A7 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 - 3 | (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§ MEls (2§ A 8)Air

g LR separation)

Medicinal Gases B42 % 7 § # Wi (£ =)(Chemical
Synthesis)

B.4.3 i#xit¥ (Filling Processes)




Skin Patches

B.5 B.5.1§ i *f %% (Aerosols)
o B BRI
.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

7

Others

# % (Others)

C.2 # % & Biological medicinal products (3¢ #*3F& -2 WAzl ¥ # £ RALE - WHEBrFER  H9
AFAMREEE A2 WA TER ) BTSRRI LRI RAFASZ A TR

A 53y GMPH: 2 P &rit ¥ p % RUARH 1F/H L
C.1 = j% & % Blood products |« ;% %4 (Blood products) (& A&
(13- %2 A

C.2 & i Sera products

=& 73-(Sera products)

C.3 & # & & Immunological
products

% w (Vaccines)

Ch wm¥% sk A & Cell
therapy products

Pz 5k A &(Cell therapy products)

C5 A Flick & & Gene
therapy products

& FieF A &-(Gene therapy products)

Co2PHiIE &
Biotechnology products

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

CTAR/B 5P i 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 7 A FER %
e % 53l GMP# &Itk p % Lk
D.1 & %iv¥ D11 &AL, 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 # ¥ 1% ¥ (Secondary
Secondary packaging packaging)
D.2.2 ptiE 1% ¥ (Labeling)
D.3 £ D31 BEAEF ~HH2 =T~ H W |ERRELP TR0
Others (Others)

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

ZREFERYSHUERERE T )

TR Bt REHY 2 ER

A SN GMP % 2 p RiTEpP % B Ak (/% 3L
E.l £ F & A F (Sterile Active] |& FHA
RARPE [Pharmaceutical Ingredients) E
Sterile Active Pharmaceutical
Ingredients
E.2 2t & ) R % (Non-Sterile Active
EEFARFE [Pharmaceutical Ingredients)
Non-Sterile Active
Pharmaceutical Ingredients -
E.3 4 @52 Bl (APls of Biologicalliz 9 % %‘1%1 P TR AR AR AR
FHEL 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

FRI3B2 23FF
Specifically toxic and
hazardous substances

F.1 5 #& % # (Penicillins)

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

F.2 88 32 + 7% % (Cephalosporins)

W, TN RASARFR
w) -

R FREYERPL A P PRER

F.3 j7 # % #8(Hormones)

F.4 % # 4 (Cytotoxics)

F.5 # # (Others)

M GMP R Aps|f 5 > tf4
ARpEABATENET 2 p AFH
KA RR ARG FTRRR P
BEITECUFREFORARBER R
o @ ik E Flepgck (Estrogens) 3
AEINAUFEFFS POYHA
RRTAEER-KWP L2, TR
£ Thak-R%$? bR s s 2 >
AR P RRR S R SR 2 EAE
PHMREERY CRFRGTREP
FRARFRLRE




