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(-) & FA & Sterile products (£ FH & 2 X R ARS SR LEFT)
1. ;A3 Liquid dosage forms (o0& FE# o5 )
(1) « % &% %% Large volume liquids
v’ 3 7% A (Injections)
v/ 3 %+% &% A (Suspension for injections)
v ;3 st* §u& (Emulsion for injections)
v % % A (Solutions)
v 24 (Others)
(2) -] % &% 4& 3 Small volume liquids
v ;1 84;% 4] (Injections)
v/ i s f& % A (Suspension for injections)
v ;1 %+* & (Emulsion for injections)
v BB J % %A (Sterile eye, ear and nasal suspensions)
v B g ¥ A% (Sterile eye, ear and nasal solutions)

v’ 7% %A (Solutions)
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v 24 (Others)
2. X A4EH A Semi-solid dosage forms (o0& AEAE oB¥RFEH)
v L& (Semi-solid dosage products)
v # i (Others)
3. H#A 4] Solid dosage forms (o0& F# & 0B ¥=EF )
(1) =4 # Solid filling
v’ §¢ks 1 &4 (Powder for injections)
v’ $¢# (Powders)
v # (Others)
(2) % & (4 ik 5c%%) Freeze-dried
v ik & 15+ (Lyophilisate for injections)
4. A # (Others)
v axsti P s 4 B (Radionuclide generators )
(=) & #F A& & Non-sterile products
1. 7% ¥#4) Liquid dosage forms
v’ Rk A (Suspensions)
7% %7 (Solutions)
& (Emulsions)
# &  (Others)
2. X F48&]3] Semi-solid dosage forms
v LR & (Semi-solid dosage products)
v H 1 (Others)
3. HHA 7 Solid dosage forms
v’ 4r 2 4z_(Coated tablets)
v’ gz (Tablets)
v sg#) (Granules)
v

$7#] (Powders)

v
v
v
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#ic %% & | (Soft capsules)
Hecke w3 4 #) (Pellet in Capsules)
¥ & & (Capsules)
M) (Pellets)
+ A& (Pills)
1> (Suppositories/ Pessaries)
A 7 % % & (Empty hard capsules)
¥ (Sticks)
#H  (Others)
* ¥ T Medicinal Gases

s
= < < < 8K X

—~

(2) & v iv% (Filling processes)
vig /e v % (Filling)
5. 4R % & Pressurized preparations
v § ¥ %8 (Aerosols)
4 s (Others)

v

ok S

6. 7 & % 3t Transdermal systems
v pbA| (Patches)
v Zw % (Plasters)
v H 1 (Others)
(z) 2% 2 ehg & Biological medicinal products
v % %A (Blood products)
v i (Sera)
v % w (Vaccines)

v e Lk A 5 (Cell therapy products)
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v AT A 5(Gene therapy products)
2 Fl1 422 H $R4t8 @& (Recombinant DNA-derived products and

(\

Monoclonal antibody products)
A R [# 3 3B~ 2 5 (Human or animal extracted products)
s 474 & (Tissue engineered products)

(Others)

=

L ET D
7 % 58 (Penicillins)

(=)

‘% $ & Specifically toxic and hazardous substances

«L¢

Ep 32

7 7% % (Cephalosporins)

\-n
m

i
3

\\\\"}F\\\

i % %8 (Hormones)
"z 3 g (Cytotoxics)
v’ # (Others)
(T) EREFMAITER 2
1. &~ %% ¢ %£iv¥ Primary & Secondary packaging
v' R A# 3] (Liguid dosage forms) 4 %% & it
v L H ) (Semi-solid dosage forms) ER P EITE
v F48% 4] (Solid dosage forms) » %2 & v ¥
2. W4 e $£1¥¥ Secondary packaging only
v & #1v¥ (Secondary packaging)
v RER1F% (Labeling)
3. ## (Others)
(=) BL# Active Pharmaceutical Ingredients
v & 7 /RAL% (Sterile Active Pharmaceutical Ingredients)
DR ARG oRH¥RFEH)
v 2EE AR % (Non-Sterile Active Pharmaceutical Ingredients)

v 258 g Rz hfl# (APIs of Biological medicinal products)
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A. & /A & Sterile products

A 55 #P 3 2 GMP: 2#| 3] R AR T A A BT
/1 &% R 7% & (Suspension for injections) #£ )R % /L 547 (Sterile suspension for injections) ~ fic#g f i 4
> > > &% A (Injections) > > > % % &l 4| (Liposome for injections) ~ & ;% ;1 %+ #| (Suspension for
oo (Solutions) injections)
S
2 4 . A %4 7% A& (Injections) ~ # *% BEJF /3 %4+ (Intravenous injections) -
s = D& FRE | . L
% it # ’?W@?]ii;‘,’i (Intravenous solution for infusions)
- s i O % 7
2 ‘E; :’f‘ll "% 45 * % | (Peritoneal dialysis solutions) ~ j§ & * % A
o R =3 =%
o 3 (Irrigating solutions)
9 i
c;é; | /L 5% 33 (Emulsion for injections) 1 5+ * 543 (Emulsion for injections)
_ =
% # t (Others) # i (Others)
w
cgn 1 5+ B 7% &) (Suspension for injections) #£ B % i3 5| (Sterile suspension for injections) ~ it ?q feid
2 - . . N s .
f E > > >3 &% &l (Injections) > > >3 & # A (Liposome for injections) ~ % /% /1 % | (Suspension for
S : bk n& FEE | e
% ;% | (Solutions)> > > & * -k (Water for ' injections)
¥ | o s
2 g;j injections) O 5% ] , . , L
Q ;'] 1 8% A (Injections) ~ ;1 &4+ * -k (Water for injections)
= i
o
(7]
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/1 5+ % 33| (Emulsion for injections) A &+ % 54 A (Emulsion for injections)

px B J * % H(Sterile eye, ear and nasal 2Lp=% 5 ;% | (Sterile eye suspensions) ~ # * &% 4 (Sterile nasal
suspensions)> > > B # * ;2 2R (3 % suspensions) ~ B * f& ;% | (Sterile ear suspensions) - Bk p% 5t |
) (Sterile eye, ear and nasal solutions) (sterile eye emulsions)

% B # * ;% #|(Sterile eye, ear and nasal solutions) ~ ZEp% B ;% 3|
(Sterile eye and ear solutions) ~ 22 # ;7% #(Sterile ear and nasal
solutions) ~ B:p% ;% | (Ophthalmic solutions) ~ 2k $ ;% 3 (Nasal
drop solutions) ~ 23 ;% #| (Ear drop solutions) ~ p= 8 # rg# j#
%] (Ophthalmic, ear and nasal irrigating solutions) ~ p% * |

(Ophthalmic lotions/ flush) ~ gkp% j# | (Ophthalmic oils)

# # (Others) # i (Others)

£
L

o

EP % 2 GMP: T R

RN

.
— ==
— =

L

p% * i ¥ 4 (Ophthalmic ointments) ~ p% # ¥ (Eye ointments) ~ 2t
% F 4| (Eye drop ointments) ~ p% & * gt ¥ | (Ophthalmic and ear

Swi.i0} abesop p1jos-1Wwas g":

pg i- 1 o

2+ )48 %] (Semi-solid dosage forms) o0& F A% ointments) ~ p% * ;%% & (Ophthalmic gels) ~ & pﬂsﬁ ¥ | (Sterile
DB 8= A ointments)~ & 5 F #(Sterile creams)~ & 7% % ] (Sterile gels)

# # (Others) # i (Others)
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#EP % 2 GMP{: 243 ¥ A b5

X
A
Sk
oy
£

§¢ %= i1 %&] (Powder for injections)> > > Aot i3 544 (Dry powder for injections)

F¥¢&) (Powders)
#£ B F| (Sterile powders)

w
=k
o =
§ ;g of HE® & & i3 &+ & (Lyophilisate for injections) ~ i & 5z % i3 &4 3
‘;5,: ’f‘?i‘llj % & i3 %43 (Lyophilisate for injections) Db ¥ # 5 (Lyophilized powder for injections) ~ % & iz #s L &
% (Lyophilized powder for injections)
w
& » &l (Implants) ~ p% * & » &|(Ophthalmic inserts) ~ p% #* ik &
3 # (Others) A (Ophthalmic sticks) ~ % #* 4z (Ophthalmic tablets) ~ #.74](Sterile
blocks) (1 s 72 &4 )
Q
3 @ 3 # (Others) et 4% 4854 4 % (Radionuclide generators )

M 2 AR ARAF e RAFAUT SRR HEHFT BABBRIETZ -
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B. L FA &

Non-sterile products

J R

|

#P % 2 GMPP: 243

¥ A F A )T

sw0y abesop pinbiT

i
L
el

gy

B & A (Suspensions) > > > & & Al

(Solutions)

% &s T PR % (Lyophilisate for oral suspensions) ~ % ;% #|(Suspensions) ~ p PR
/% | (Suspension for internal use) ~ #b * & /% #&|(Suspension for external use) -

A (Lotions)

i i‘liff?%ll(Syrups) ~ PR % & (Solution for internal use) ~ v PR;% #|(Oral solutions) ~

wo~ * % 7] (Inhalation solutions) ~ # it v 54| * 7% /% #&I(Solution for aerosols)
r | (Mouth washes) ~ p PR ;& | (Oil for internal use) ~ ;% /% 4 (Solutions) ~

% -k A& (Aromatic water) ~ ;& F | (Extracts) ~ ;%% F & (Fluid extracts) ~ iz #|

(Influsions) ~ fF | (Spirits) ~ @& | (Elixirs) ~ g~ (Tinctures) ~ & & (Mixtures) -

/¥ [ (Drops) - i 47 * /% & (Hemodialysis solutions) ~ ¢t * ;% | (Solution for

external use) ~ ;% & | ((Medicated shampoos) ~ ;# ;% #|(Medicated foams) - j# ;%

_;J-

| (Irrigating solutions) ~ =% | (Solution for enema) ~ &g * & % & (Vaginal
irrigation solutions) ~ %%k * ;% & (Solution for bladder use) ~ #=#](Liniments) -

4 %% ] (Collodions)

¥ A& (Emulsions)

;PR A (Emulsion for internal use) ~ 5 | (Emulsions) ~ 5t %IJ(Magmas) ~ R ik

A (Mucilage)

# # (Others)

H # (Others)
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A S5 %P 2 2 GMPH= 2% 4 WA A T

. 54 % | (Creams) ~ 5* % ®|(Emulgel) ~ 1£:f * 3¢ F &) (Vaginal creams) ~ # F #|
%, (Ointments) ~ A F | (Plasters) ~ = p F (Oralbase) ~ £ i * & F 4l (Vaginal
% ; 2 B A (Semi-solid dosage forms) ointments) ~ & %% | (Gels) ~ ¢t * ;%% %] (Gel for external use) ~ K& * & %% )
gé‘)— g:y."q (Vaginal gels) ~ #3#|(Paste) ~ 7 ¥ #{(Toothpaste)

]

o . | (Bone Paste) ~ "8 #|(Wax) ~ a5 A B (Frosts) ~ Zokl&|(Dressing) ~ ¥ # Zofl
é o i (Oes) A (Gauze Dressing)

A AR #P E 2 GMPH: 2 4 ¥ A A BT

¥ 7 4z (Sugar coated tablets) ~ % ;% #% % 42 (Coated tablets) ~ ¥ 4 |+ 4% % &&_

D (Continuous-released sugar coated tablets) ~ #-7 4z (Film-coated tablets) ~ #5 /3 4z_
g Eg e 2 4% (Coated tablets) > > >4z &l (Tablets) | (Enteric-coated tablets) ~ %5 ;4 ¥ 2 4z (Film-coated enteric caplets) ~ 4% 4 14 %2 4z _
% ,jl.lj > > > 3g % (Granules) > > > ¥ (Retard film-coated tablets) ~ #F 3 $# *xc#-% 4z (Continuous-released film coated
g * (Powders) tablets) ~ & 8 "2 4z (Slow-released film coated tablets) -~ & »c %2 4z (Extended
>

-release film coated tablets) - 3 4 4 % »z %% 4z (Prolonged-release film coated

tablets) ~ & 7 /& % 4 (Compressed coated tablets)
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4z W] (Tablets) ~ % & 4z (Multilayer tablets) ~ 4% 4 ¢ §# 2z 4% (Sustained-release
tablets/Extended-release tablets) ~ % §# 4z (Time-released tablets) ~ 3% 4 |+ % »cdz_
(Prolonged-release tablets) ~ & »x 4z (Extended-release tablets) ~ & »c 8 3z 4z _
(Sustained-release tablets) ~ % fi#4&x_ Jk g4k (Concentrated tablets) ~ &4z (Malt
sugar tablets) - #= %l 4 | (Molded tablets) - v % 4z (Buccal tablets) ~ v 3 4z_
(Troches/Lozenges) ~ v ;% 4z (Orally disintegrating tablets) ~ v 3% 4z (Buccal
tablets) ~ 4 4 $# < © ;3 4z (Sustained-release orally disintegrating tablets) ~ ¥ /% 4z_
(Dispersible tablets) ~ == =4z (Chewable tablets) ~ ¥ iz 4z (Effervescent tablets) ~

+ T 4z (Sublingual tablets) ~ A T 4z (Hypodermic tablets) ~ f& i 4z (Vaginal

tablets) ~ ¢+ * 4z | (Tablet for external use)

37 k%] (Granules) ~ % /& * 37 %] (Granule for suspensions) - 195—,}]% *ORE R A
(Granule for syrups) ~ v JR#¥ 4§ f& % * 3¢k (Extended-release granule for oral
suspensions) ~ p PREEF&|(Granule for internal use) ~ ¢t * 3g sk &|(Granule for

external use) ~ 4 ;# 3¢ k| (Effervescent granules)
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3% (Powders) ~ v JR3F 4 1+ /& & * # | (Extended-release powder for oral
suspensions) ~ v PR & ;& * sk #| (Powder for oral suspensions) ~ R % * s |
(Powder for suspensions) ~ 1‘%3]% * s A& (Powder for syrups) ~ iF &l * # | (Powder
for drops) ~ ;% ;& * # | (Powder for solutions) ~ 4% 4 |+ 3¢ %] (Prolonged-release
granules) ~ ik % #f 4] (Concentrated granules) ~ #s &l (Powders) ~ ik 7 #>
(Concentrated powders) ~ ik 447 (Concentrated powders) ~ N PR dy f2 45 &
(Crystalline powders) ~ i% 7 * £ (Powder for dialysis) ~ /& #5 * s #|(Powder for
enema) ~ “b * 5 | (Powder for external use) ~ ¢t * vf 7% s #|(Spray powder for
external use) ~ ¢F * & B 1435 % (Crystalline powder for external use) ~ i k¥ ~

#|(Inhalation powders) ~ iz = » #|(Dry powder for inhalation)

%% & & (Soft Capsules)

# %% & /&) (Soft capsules) ~ #5 /4 #ic % ¥ | (Enteric coated soft capsules) ~ I£ g * i

#% 4 | (Soft capsule for vaginal use)

B 9% & & (Pellet in capsules) > > > 73 & #|
(Capsules)

Hoke %% % (Pellet in capsules) ~ % 73 k%% & A (Enteric pellet in capsules) ~ & ##

Mot % 4 (Sustained-release pellet in capsules)

"% % | (Capsules) ~ #F 5 1+ 2 >} £ & (Sustained-release capsules) ~ #F 5 1+ §# <
% $ (Sustained-release capsules) ~ # ;3 # # I (Enteric coated capsules) ~ ik 45"
¥ | (Concentrated capsules) ~ © %z#g 75 1% & (Capsule for oral sprays) ~ = » *

¥ 4 | (Capsule for inhalation) ~ & #5 * % % /#]|(Capsule for rectal use)
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ke (Pellets)

He ke A&l (Pellets) ~ 4 3 |+ % »% jic 4 (Sustained-release pellets) ~ ‘m sk

(Micro-pellets/ Microspheres) ~ ik % fm#=(Concentrated pellets)

1 #|(Pills)

< A (Pills) ~ -] + &l (Small pills) ~ ;& M | (Concentrated pills)

& (Suppositories/ Pessaries)

17| (Suppositories/ Pessaries) ~ F& g 47 (Vaginal Suppositories)

A 7% %% % & (Empty hard capsules)

A 7 %% 4 A (Empty hard capsules)

¥ 3 (Sticks)

2 | (Sticks)

# # (Others)

% 8 ok 4z | (Sustained-release microsphere caplets) ~ 4z_5 %% & 4| (Tablet in
capsules) ~ v ;2 % % (Oral disintegrating hydrogels) ~ v ;2 % (Oral disintegrating
films) ~ =2 v % pE(Chewing gums) ~ 7 % = w5} (Chewable medicated gels) -

# 8 (Medicated soaps)

A S 5| #M E 2 GMP: 2 3 AW A BT
= A xFAE (247 4%) (Airseparation)
) # 18 (Gases) ~ F * # 48 (Medicinal gases) ~ ¥
o =
s ¥ * & 48(% ) (Medicinal gases-liquid) ~ ¥ *
] § L ZF MW (&2) (Chemical Synthesis) L FrA
gG)) :}g £ (# &) (Medicinal gases—gaseous)
wn
& i# % =k (Filling Station)

/& 15 ¥ (Filling Processes)
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‘v | F ek A (Aerosols) # 1 ¥ % #(Aerosols)

suolneJedald
pazIinssald
P

CU N (Others) # i (Others)

7 A pE 5 A (Transdermal patches) ~ & & ¥ {4
RE&] (Patches)
(Transdermal drugs) ~ gt % (Patches)

#Z W # (Plasters) ~ /& {1+ % % # (Oil-based

~ N
DRSS

s #w % (Plasters)
E plasters) ~ -k 4 % % # (\Water-based plasters)

WISAS [ewIapsues |
RR

# % (Others) # 2 (Others)

C. 2 %8} ¢h& % Biological medicinal products

A &Y #P 4 2 GMPY: 2413 ¥ L3 7

Albumin(and Plasma protein),
» ;% A & Blood products = ;& %# (Blood products) Immunoglobulins, Coagulation system and

Antiproteases % (Human origin)

B 4+ % ks F(Antivenin, Antitoxin) ¢ 4 7 7
= 75 Sera products s 3 (Sera products)
#v (Immunoglobulin) %

# % A & Immunological products # w (Vaccines) % u (Vaccines) (i &8 & & £2 1% %)
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Pz R A & Cell therapy products sm#z ;5% & & (Cell therapy products)
& Flio R A & Gene therapy products & Flis % & & (Gene therapy products)

4 $ HiF 4 5 Biotechnology products | & %11 423 ¥ $k<ig %% (Biotechnology products)

A RE [ F Z B~ A 5 Humanoranimal | A #f/# 4 % 3 & & (Human or animal extracted

extracted products products)

%z & & Tissue engineered
ER1 42 & &(Tissue engineered products)

products
H # Others 3 # (Others)
W AAE2Z URAYERAPE -GURERE  EY > RRFZ2 220 TR | BTLE R I8 LRE 2 AR TR -

D. # % & {2 h*%& 4 F Specifically toxic and hazardous substances

A A %P 42 GMP Ha 2 %3
7 #& %% (Penicillins) Bk 2 WA TR R FTA MR RGP
#g 3 7+ % 3¢ (Cephalosporins) ToRAY FPT oo ARG T2 AS ) ik
FE a2 h'ed F Specifically A F '
# § % % (Hormones) Hoo A TR, eFE PR
toxic and hazardous substances
sm*z % ¥ (Cytotoxics)

# # (Others)
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#MZ 2 GMP $ic 8+ 2H7)

¥ LA b

AR & ETTE

Primary & Secondary packaging

AR A %2 ¢ % v ¥ (Primary and Secondary
packaging of liquid dosage Forms)

A M A S A e RITE
Primary and Secondary packaging of liquid

dosage Forms

L H A L k2 ¢ i ¥ (Primary and Secondary

packaging of Semi-solid dosage forms)

ERE RN AR A Sz o EE Y
Primary and Secondary packaging of semi-solid

dosage forms

FR&R ) & k2 ¢ ki ¥ (Primary and Secondary

packaging of solid dosage forms)

Primary and Secondary packaging of solid dosage

forms

¢ KITE
Secondary packaging

# % i¥ ¥ (Secondary packaging)

f

Bz e RITE S pHRITE

Secondary packaging (including labeling)

BB 1% ¥ (Labeling)

22 phiR (v ¥

Labeling

H 5 Others

# (Others)
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F. B#l# Active Pharmaceutical Ingredients

A U e #P 3 2 GMP $io i 7 23 PR g e
£ F RIS & AL % (Sterile Active o& F %
Sterile Active Pharmaceutical Pharmaceutical Ingredients) O& ¥ & 7

Ingredients

Non-Sterile Active Pharmaceutical

Ingredients

2 4 8 (Non-Sterile Active

Pharmaceutical Ingredients)

APE PRS2 RRE
APIs of Biological medicinal

products

458 ehg 52 REE(APIs of

Biological medicinal products)

M RAFASN TR PRERR Y REHARFLURTY f RRFUR SRR HERE RANBAAP T
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