337 2 GMP 28 B g2 (e £ N % 2 A
W7 (FEEL > UER PRSP IERY ¥

A.& A& & Sterile products ¥ 2 A S22 WARAF e HREAANA SRS RAZ A FERMWAUS ] FERMAYEHR T LAY BLIER
L)
EEEY GMPRRAIETER S | (puas hgmunnnes an) Rk R
A.1 A1 @ 77 | (Injectable /1 %4 % R ;% & (Suspension for injections) ~ |4l £z 4% 1T :
7% 4% 4 Liquid dosage Suspension) 71 %4+7&](Suspension for injections) [ 12 AW A
forms A.1.27" ;1 554 &) (Injectable 3 5 * 5L (Emulsion for injections) RS
Emulsion ) & -2 u

A.1.3"" i1 %¢7% ] (Injections)

A B % A (Injections) ~ #2 "% Bk jF /1 & )
(Intravenous injections) ~ # % ﬁ?j P 2
(Intravenous solution for infusions)

3 R Al
(11 % B aA

#irel: dpl Ak iTES T (R ﬁ@l

A.1.4"" ;% i% B (Solutions)

% % A& (Solutions) ~ PR %S5 7 * R

(Peritoneal dialysis solutions) ~ ;&% * ;

# &R BRE) ALLRFRA LA
7k E AL LR HZE A4 3 %H
R 2 ALS 25T R ALS 2R
R 2 A TR E A4 BRRAT 2
A.1.5 53 5% )5 ALL2 53 55042 #] A
7 E AL LR HZE A4 B RH

(Trrigating  solutions) ~ #* % ;% (Rinse
solutions)

A.1.5 3 56+%* -k (Water for L&t * -k (Water for injections)

injections)

H A2 ALS 7ok ALL B HR
] 2R A 2 A2 3 S5 5V R R ) Tl gL

A.1.67 /B /J * % Al (Sterile
|Ophthalmic, Otics and nasal
suspensions)

P%/3 /§ * R % #|(Sterile Ophthalmic, Otics
and nasal suspensions)

Al R T R ok

Firr2 i ppk AR TEET(RAR
FARERE) AL R/B/J T B
R 2 AT ERE AILSR/B/A* B

A.1.77 p%/B /§ * 54| (Sterile
|Ophthalmic, Otics and nasal
emulsions)

p% /3 /# * ' % (Sterile Ophthalmic, Otics

A A ALTER/R/H * FLR 2 AT
i E A8 PR/R/A Y B RARA

and nasal emulsions) -~ 2k p% U | (sterile
Ophthalmic emulsions)

AL1.6 B2 /R /5 RRA 2 R A8 ALT
/2 TR 5 R A F W AR




A.1.87 /B /§ * 75 5% | (Sterile
|Ophthalmic, Otics and nasal
solutions)

p%/3 /§ * ;A ;% #|(Sterile Ophthalmic, Otics
and nasal solutions) ~ BtPF% B ;& #|(Sterile
Ophthalmic, Otics solutions) ~ 22 # ;% |
(Sterile Otics and nasal solutions) ~ ZEp% ;% |
(Ophthalmic solutions) ~ 2k # ;% | (Nasal drop
solutions) ~ L8 ;% | (Otics drop solutions) ~
p% B J ez * jE % #| (Ophthalmic, Otics and
nasal irrigating solutions) ~ F% * & &
(Ophthalmic lotions/ flush) ~ 2t p% & |
(Ophthalmic oils)

A.1.9 # # (Others)

2% &4 4 2 5. (Radiopharmaceuticals) ~ i %
B B3k 3 %t 7% &) (Liposome or Microsphere
for injections) ~ # i+ (Others)

A.2 A2.1 2 7 4 @ A ( Sterilefp * $t § #|(Ophthalmic ointments) ~ F% 2 | |& F 8 %
L =48 #) 4 Sterile Semi-solid  |[Semi-solid dosage forms) (Ophthalmic  ointments) ~ 2= p% F & [ %75
dosage forms (Ophthalmic drop ointments) ~ p% B * g F |
(Ophthalmic and Otics ointments) ~ % #* 3% ¥}
#| (Ophthalmic gels) ~ #& 7 # T | (Sterile
ointments) ~ #& 5t §F #|(Sterile creams) ~ &
] #% 7} | (Sterile gels)
A2.2 X FH4gR| -2 © (Others) |H # (Others)
A3 A3 i Fo 52 %k L 648 /% ¢v i3 %3] (Lyophilisate for injections)~ ik s | | 7 & #
F %8 %] 7] Solid dosage forms |( Freeze-dried ¥ % L % A (Lyophilized powder for] |5 %= 7

powder/Lyophilisate)

injections) ~ i &b §¢ #» /1 % & (Lyophilized
powder for injections)

A.3.2 3z i3 &R(( Solid fill/Dry
solids)

¥z 45 i1 54| (Powder for injections)

R EYE I X




A.3.3 # [ ¥z Al (Sterile powders) ~ i & # %
T 48 &) -H # (Others) (Lyophilisate) ~ #& » #|(Implants) ~ p% * & »
| (Ophthalmic inserts) ~ F% * if & |
(Ophthalmic sticks) ~ p% * 4z _(Ophthalmic
tablets) ~ 3.7(Sterile blocks)(ak & & /& 1) ~
# i (Others)

A.4
3 # (Others)

3 % (Others) T DR - R S B
(Radiopharmaceuticals-column
manufacture) ~ 2 # (Others)

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

Rt

¥ AW o7

GMP ¥ zIEp eriv¥p % - . Y
PRABRTERE | yest nEsElsRas A

# 3

B.1
7 AR 3
Liquid dosage forms

B.1.1° R /% ) (Suspensions) % % A (Suspensions) ~ & & U PR & R
(Lyophilisate for oral suspensions) ~ f PR %
| (Suspension for internal use) ~ ¢ * g 7% |
(Suspension for external use) ~ % 3| (Lotions)

#F3 B REA AT & E
B.1.3 %3 7% &A1 > B.1.2 §LR| 2 &3] 7
il F B33 AR A B Rz R 2
&3] &2 B.1.2 54 & 3] F o B A2
ERCRY TP B i

B.1.2  §* #|(Emulsions) P PR 54 & (Emulsion for internal use) ~ 5 |
(Emulsions) ~ ' 3]3( | (Magmas) ~ *% 3]{‘ &l
(Mucilage)

B.1.3 7 i% /% | (Solutions) # 5 A (Syrups) ~ P JR i A (Solution for

internal use) ~ T PR;% #|(Oral solutions) ~ ¥ »
* % | (Inhalation solutions) ~ # it v 75 & *

washes) ~ p JR;# &[(Oil for internal use) ~ /%
7% 7| (Solutions) ~ = A -k | (Aromatic

/% % | (Solution for aerosols) ~ jtx = #|(Mouth|

water) ~ & ¥ | (Extracts) ~ in & ¥ | (Fluid

3



extracts) ~ ;= #|(Influsions) ~ fF #|(Spirits) ~
pe A (Elixirs) ~ f7 #&| (Tinctures) ~ & 7|
(Mixtures) ~ i & (Drops) ~ % 47 * & Al
(Hemodialysis solutions) ~ ¢+ #* ;% #](Solutio

for external use) ~ & B A& ((Medicate‘c:l
shampoos) ~ 7% &|(Irrigating solutions) ~ %
#% /&) (Solution for enema) ~ F&iE * j % |
(Vaginal irrigation solutions) ~ % ®k % ;% |
(Solution for bladder use) - ##|(Liniments) ~
X 1 % #|(Collodions) ~ B /4 * ;3 i% #|(Otics|
Nasal solutions)

B.1.4 # # (Others)

H s (Others) ~ 72 ;% #|(Medicated foams)

B.2
£ F A A

Semi-solid dosage forms

B.2.1 £ & % % A (Semi-solid
dosage forms)

F ¥ #|(Creams) ~ #i ¥ #|(Ointments) ~ & F
| (Plasters) ~ © p F (Oralbase) ~ ' % |
(Emulgel) ~ &3¢ * 3¢ § #l(Vaginal creams)
23 * @it § A (Vaginal ointments) ~ ;% %% 3
(Gels) ~ “F * ;5% ¥ | (Gel for external use) ~ £
iE * A (Vaginal gels) ~ #9#|(Paste) ~ 7
% | (Toothpaste)

B.2.2 # # (Others)

* & | (Bone Paste) ~ "8 #| (Wax) ~ 3 Al
(Frosts) ~ %z & (Dressing) ~ % # Zxfd &)
(Gauze Dressing) ~ H 5 (Others)

B.3
2R

Solid dosage forms

B.3.1 ** ¥ 2 4 (Coated tablets)

#E 7 4z (Sugar coated tablets) ~ % /% #& 7 43
(Coated tablets) ~ # 4§ &+ # 2 4z
(Continuous-released sugar coated tablets) ~ ¥

(Enteric-coated tablets) ~ % 3 " & 43

# 4z_ (Film-coated tablets) ~ % % 4%]

#i*4 B3l FiRa2 AT @ E
B.3.2 424 ~ B.3.3 g4 M 2 B.3.4 40|
A4 0 B.3.2 482 A4 7 & E BJ.J
SE R 2 B34 SR AT o v S o

#2275 B35 [ R A2 AT R
¥ B.3.6 3 £ & &3 -

(Film-coated enteric caplets) ~ F 3 143 2 4z]

4



(Retard film-coated tablets) ~ 4% 5 8 & 552 4%
(Continuous-released film coated tablets) ~ 4
f# 5 2 4z_(Slow-released film coate

tablets) ~ % »T% 2 4z (Extended -release film|
coated tablets) ~ #F & £ #& 2% W & 4]
(Prolonged-release film coated tablets) ~ & #
R % 4% (Compressed coated tablets)

B.3.2 ** 42 4| (Tablets)

4z A (Tablets) ~ % & 4z (Multilayer tablets)
F 4§ M f# % 4z (Sustained-release
tablets/Extended-release tablets) ~ & f# 4z]
(Time-released tablets) ~ # 3 4 % »% 4z
(Prolonged-release  tablets) ~ & % 4%]
(Extended-release tablets) ~ & »x f# 3z 4z
(Sustained-release tablets) ~ i% R4z > Jk ¥gaz]
(Concentrated tablets) ~ 4> 4z_(Malt sugar
tablets) ~ #-%l 42 (Molded tablets) ~ T #f 4z
(Buccal tablets) . T z 4%
(Troches/Lozenges) ~ © # 4x_ (Orally
disintegrating tablets) ~ © 3% 4z_(Buccal|
tablets) ~ 3 4 2 < v ;3 4z (Sustained-release
orally disintegrating tablets) ~ ¥ # 4z]
(Dispersible tablets) ~ == v 4z_(Chewable
tablets) ~ % ;¢ 4z (Effervescent tablets) ~ = T
4z (Sublingual tablets) ~ £ ™ 4z (Hypodermic
tablets) ~ I£if 42 (Vaginal tablets) ~ “F * 4z |
(Tablet for external use)

B.3.3 ** 3g# % (Granules)

% A (Granules) ~ & i * g 4] (Granule for

suspensions) ~ #% % * #f # & (Granule foq

5




syrups) ~ P PR % | (Granule for internal
use) ~ ¢k * %k A (Granule for external use) ~
¥ ¢ 3 k| (Effervescent granules) ~ 4% 4 4]
% k3 (Prolonged-release granules) ~ & HEAR
i+ (Concentrated granules) ~ v PR¥F 5 R i
* %p # (Extended-release granule for oralf
suspensions)

B.3.4 ** §#](Powders)

4 A (Powders) ~ ¢ PR F MR b H
(Extended-release powder for orall
suspensions) ~ T JR&& g * ¥ A (Powder for
oral suspensions) * %% * ¥ #|(Powder foq
suspensions) ~ #% 4 * & H| (Powder for
syrups) ~ JF | * ¥ #|(Powder for drops) ~ %
% * ks & (Powder for solutions) ~ s |
(Powders) ~ )k Hf # A&l (Concentrate;ll
powders) ~ Jk 5 #t Al (Concentrate
powders) ~ PN PR & & 1+ 4 & (Crystalline
powders) ~ #% 17 * 47| (Powder for dialysis) ~
7B %5 % o A (Powder for enema) ~ “F % s |
(Powder for external use) ~ *F * ¥f 7% s &l
(Spray powder for external use) ~ #F * & |4
# * (Crystalline powder for external use) ~ #»
% ¥% ~ F|(Inhalation powders) ~ iz #> ¥ »
(Dry powder for inhalation)

B.3.5 *° /] 7 5% & | (Pellet in
capsules)

ok ¥ & A (Pellet in capsules) ~ %5 74 ot 3%
% _#|(Enteric pellet in capsules) ~ % § fick "%
% _(Sustained-release pellet in capsules)

B.3.6 *° %% % | (Capsules)

% % A (Capsules) ~ 3 4 1+ 2 »2 % § &

6




(Sustained-release capsules) ~ F 4§ |+ §# 2<%}
% (Sustained-release capsules) ~ % i3 %% &
(Enteric coated capsules) ~ & 45 % & &
(Concentrated capsules) ~ v "2 ¥8 75 12 % %
(Capsule for oral sprays) ~ =% » * ¥ & |
(Capsule for inhalation) ~ & # * " % |
(Capsule for rectal use)

B.3.7 $ic %% % & (Soft capsules)

@ %% & F| (Soft capsules) ~ %5 /% ¥k "% & H
(Enteric coated soft capsules) ~ F&:g * 3% %
) (Soft capsule for vaginal use)

B.3.8 -] 3 | (Pellets)

He ke A (Pellets) ~ # 4 1 2 »x jie R
(Sustained-release  pellets) ~ w s} &
(Micro-pellets/ Microspheres) ~ ik 5 ‘m
(Concentrated pellets)

B.3.9 4 #|(Pills)

1 A|(Pills) ~ -] © #|(Small pills) ~ & 1 A
(Concentrated pills)

B.3.10 7] (Suppositories/
Pessaries)

12 | (Suppositories/ Pessaries) ~ £ if 2 |
(Vaginal Suppositories)

B.3.11 & 7 %% % # (Empty hard
capsules)

A 7 %% A (Empty hard capsules)

B.3.12 #: & (Sticks)

2 3| (Sticks)

B.3.13 # # (Others)

% 18 ok 4z & (Sustained-release microsphere
caplets) ~ 4z % % | (Tablet in capsules) ~ v
% "% 5 (Oral disintegrating hydrogels) ~ v %
5 (Oral disintegrating films) ~ 2 w& v % 4
(Chewing gums) ~ 7 % v2 w§ % (Chewable
medicated gels) ~ # & (Medicated soaps) ~ 3t
&+ % 48 % 4 % (Radionuclide generators) ~

7




H % (Others)

B.4
Foin

Medicinal Gases

# ¥4 (Gases) Ff * % $9(Medicinal gases) Ff
* xR ) (Med1cmal gases—liquid) ~ Ff #

# ®(# i) (Medicinal gases—gaseous) ~ i# “v

=k (Filling Station)

B4l * z s BEAB (2§ ~A|F
3)(Air separatlon)

B42 +* z F ® % 1 ( &
= )(Chemical Synthesis)

B43 & = iT ¥ (Filling
Processes)

B.5
o R R

Pressurized preparations

B.5.1§F it 75 % # (Aerosols)

it ¥ 7% &l (Aerosols)

B.5.24 # (Others)

*
H

# i (Others)

B.6 B.6.1pL&]| (Patches) 7 & B 5 #|(Transdermal patches) ~ 5§ & ¥4z
J: 3 | (Transdermal drugs) ~ Bt 5 (Patches)
Skin Patches B.6.2% 7} # (Plasters) & (Plasters) o 4 Z B (Oil-based]
plasters) k4 23 % (Water-based plasters)
B.6.33 % (Others) H s (Others)
B.7 # # (Others) H s (Others)
# % Others
C.4 ¥ ¥ % Biological medicinal products (3% *# 2 2 WBE ¥ e AL - QAL 2P > 2P ARRAER £ 52 YR
"R RS R BRLREFALSZAARTRRD
A &RY : ¥ LA b
GMPH: I P HITEp ¥ /% 2
PEAPREFIT | (tesy ngselspas R e
C.1 = ;% # 5 Blood products | ;% %4 (Blood products) Albumin ~ (and  Plasma  protein) ~ [ |& FH#
Immunoglobulins ~ Coagulation system and| ]2 % = 7

/Antiproteases % (Human origin)




C.2 % i Sera products

x& 7 (Sera products)

6> 4+ & /R i (Antivenin, Antitoxin)#¢ & &
7% 3¢ (Immunoglobulin)

C.3 4 # & & Immunological
products

% w (Vaccines)

% u (Vaccines) (& 578 & & 22 12 %)

C.4 % o % A& & Cell therapy
products

products)

P2 s A & (Cell therapy

C.5 &£ Flio#% A &% Gene
therapy products

products)

£ Flis & A & (Gene therapy

C.6 2 F+Hid &
Biotechnology products

(Biotechnology products)

Al ode 2 H ko oA

C.7 X ®/# % 3 P & % Human|

or animal extracted products

# &(Allergen products)

|~ %8 /% & % P~ 2 % (Human or
animal extracted products) ~ {57

C.8 .fi_E_'.,%‘iJ. 2 & % Tissue
engineered products

products)

‘s 42 & 5 (Tissue engineered

C.9 # & Others

FAREE A B AR B
(Others)

¥ AW o7

2 0 Al 3 },E— 81 e i gj:
|F% w_:t] GMPﬁ il %F\ ‘6 (iz:g’:—;“g 5 J.‘l#&‘i@.&‘gﬁi:‘éﬁlﬁq) %‘1
Primary packaging |(Primary packaging of liquid Primary packaging of liquid dosage Forms

dosage Forms)

D.1.2 * FaAL A EEE

I(Primary packaging of semi-solid

L FMH AP A S s KR
Primary packaging of semi-solid dosage forms
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dosage forms)

D.1.3 FAMAL L KT
|(Primary packaging of solid
dosage forms)

FAE A A A0 B A 2 2 K
Pr1mary packaging of solid dosage forms

D2 & #ivE

D.2.1 # % i% ¥ (Secondary

B2 ¢ KITE RHEITE

Secondary packaging packaging) Secondary packaging (including labeling)
D.2.2 pbiE (¥ ¥ (Labeling) B2 pREIEE
Labeling
D.3 # # D31 RFTE - BBE KT B RPETE RRE T R EPE BB R EEEA IR
Others s (Others) (Others)

E. 5 4L % Active Pharmaceutical Ingredients (¥ #3825 T 538 P23 R 2° » 4 $ B2 RPEEFRRZURBES L)
A &85 GMP ;2 p v Ep 3 AR T/ 3L

E.1 # 7/ 2 % (Sterile Active Pharmaceutical Ingredients) REANA

RERPE (183 % B

Sterile Active Pharmaceutical

Ingredients

E.2 2L & 7 #1 % (Non-Sterile Active Pharmaceutical Ingredients)

R F RO R

Non-Sterile Active

Pharmaceutical Ingredients -

E.3 4 4 % 5.2 Jkl 2 (APIs of Biological medicinal products) ®R v ‘l'illﬁ_ P F R AR FR LR

I HFELRPF Ha &

APIs of Biological medicinal

.Products
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F.4 23 142 & 2 4 F Specifically toxic and hazardous substances

Rt

GMP 2 238 p B it ¥ p %

WARH T/R 3L

P24 s 347
Specifically toxic and
hazardous substances

F.1 7 #& % 32 (Penicillins)

Bl 2 WAk TE N e d
B2 R T AR DY (i

F.2 5832 + {#]% % (Cephalosporins)

REAR i RASERA
A &) -

B FREERDI A PORAER
1M GMP £ Am 5|3 55> R g4

F.3 /7§ % % (Hormones)

AMpEERBLTENEY 2§ R
WAk % A RR ARG ERRA
PR Y ELPEEFORALER

F.4 *m*z 3 3F(Cytotoxics)

F.5 # # (Others)

A @ A 42k (Estrogens
WAR IWERFRFES P oy
AERTAFER-KSY 32,7
KX k- RS GprRy RS
A R PRERS KW KA
2R MR EBRRFR G
BEBFRIRFLR2ZRE -
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