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(M) BEBRHFTRAGMPEBZEBREAENEZ

BB BRR

A # B AR Sterile products X FHAERLUBBV L ANRRKRRERBERAREETRBA
AENEERBAY R/ BIHUNRERBR)

A8 GMP 2SR B REXAF Nehtbe/pex
A.l A.1.17" 3% t % Bl(Injectable Wik
At #)4 Liquid dosage [Suspension) WY
forms A.1.2"" i 44 SL&I (Injectable R
Emulsion ) £ & ff A '
A.1.3"" 3£ 44 & #(Injections) Di%i’%%gg}g

A.1.4"7" 3% #(Solutions)

W3xt] AR YRRt T(REREG
R ALY R E BB Z BV TiE
£ ALIEMNBERA ALY ZRBAY

A.1.5 E8 B K(Water for

jinjections)

I3 EHRR2ZBIUTRE Al4 R
EAA  AL2 EHABZAVTEE
JA13 SEHRBIE Ald ZRBIBD

A.1.6"% BR/Z-/ & F) M8 7% &) (Sterile
Ophthalmic, Otics and nasal
suspensions)

LS ARz BN Mm AL2 EHILA
RIABAYUBEEARE > BEEHLP
3 o
M53E%2 MBI NRBRESRGFT(EEUNH

A.1.7" B&/F/ 5 1 $L#B)(Sterile
Ophthalmic, Otics and nasal
emulsions)

R ) AL B/ S A RRBZ
BIMT:HE ALS BR/F/L BB RAR
A ALT R/ BILAZBAT A

A.1.8" BR/H/ K A % 3% Bl (Sterile
wophthalmic, Otics and nasal
solutions)

A.18 B/EF/HASRAAE  ALG B/
/R ARRBZAVRALTR/F/RA
AR A RS UEREARE BE& MW
CAET R

A.1.9 34 (Others)

it #) 2- 3 4&(Others)

A.2 A2.1 ¥ B a8 4 &) (Sterile Semi-solidf & & $ 4
|F BB A Y Sterile }dosage forms) [ 5% sk i

Semi-solid dosage forms A.2.2 £ B # & 23t 4(Others)
A3 A.3.1 R EH B (Freeze-dried [ & @By 4
B A Solid dosage |powder/Lyophilisate) [ & 5ok B
forms A.3.2 $47£ 44 81( Solid filyDry

solids)

A.3.3




Liquid dosage forms

A4 3t 45(Others) KEBNH
3t 4#&(Others) T ik B
B.JE £ % &£ &% Non-sterile products
A SB35 GMP B ZHBRH® KNS # 8
B.1 B.1.1° & 3% &) (Suspensions) #1E*3:B. 1.1 BRANZRVTHE B.l.3ﬂ
AR EXAR A > B2 LA/ THE

B.1.2 ** §.#|(Emulsions)

B.1.3 * 3% #](Solutions)

B.1.4 }it&(Others)

Is.l.s X ARA B B A2 H A
B

A2 LAIMEAFIUBENFE » B8
BRELPH-

B.2
FERAY

Semi-solid dosage forms

B.2.1 i Bl ## $ #](Scemi-solid dosage}
forms)

B.2.2 }4&(Others)

B.3
AR

Solid dosage forms

B.3.1 *' % & 42 (Coated tablets)

B.3.2 ** 42 #(Tablets)

B.3.3 ** #A 4 #](Granules)

B.3.4 ** # #](Powders)

B.3.5 **/\3{ AR f | (Pellet in capsules)]

B.3.6 *° & & #)(Capsules)

B.3.7 £33 & & (Soft capsules)

B.3.8 /N3 & (Pellets)

B.3.9 JL#&|(Pills)

B.3.10 42 #|(Suppositories/ Pessaries)

B3.11 & % # f # (Empty hard)

capsules)

B.3.12 #: #&](Sticks)

B.3.13 } 4 (Others)

B.3.2 £t &2 R TRE B33 FikAA
B.3.4 # R RIA » LALLM o

B.3.6 B &R AH -

#tE*B3.] FREZRBVTHE B3
428 ~ B33 Hila R R B.3.4 K &L

#532%5 I B3S /HB R A2 A2 Tia K

B.4
AR

Medicinal Gases

B4l K7 A H & (2 A 5 8)Ain

separation)

B4.2 X F A.H Y % (4 &) (Chemicall

Synthesis)




B.4.3 i# 7.4k ¥ (Filling Processes)
B.5 BS.1 f4L"RF#H] (Aerosols)
o FR L BY
Pressurized preparations B.5.2 7 4¢(Others)
B.6 B.6.185#] (Patches)
B AR #
Skin Patches B.6.2# B4 (Plasters)
B.6.33 4 (Others)
B.7 346 (Others)
H 4t Others

C.% 48 % Biological medicinal products (¥ AMZ B2z Y LB X QI RE 8 - U ERR 3
PoAHABMBHRRRGZIUMR TRA, MEHRA KBS RADESZIAVBRRA)

Human or animal
“lextracted products

extracted products) - B R & &
(Allergen products)

IC.8 sk 4 & & Tissue

engineered products

4k T & & & (Tissue engineered
products)

C.9 £ 4 Others

MEREHEF - SHEF - e
|(Others)

A B GMPHERERMEEXNE KR/
C.1 &% £ & Blood fo3% ¥ #] (Blood products) BEY R
products [k 4%, B
C.2 fa3#% Sera products | % (Sera products)
CIERAER 7  (Vaccines)
Immunological products
C.4 a6 & &b Cell |fmhis 4 # & &u(Cell therapy products)
therapy products
C.5 LB 6# & & Gene |5 B 4% & 5 (Gene therapy products)
therapy products
C.o LA AR RAEEHRLAE LA
Biotechnology products |(Biotechnology products)
ACT ARG ERES |A#/ & E R E S(Human or animal|




D48 $AT 8 51 K P B

EXRBD GMPHEHE RN E i
D.1 % D.1.1 BRIV 5 RF%E
Primary packaging (Primary packaging of liquid dosage
Forms)

D.12 ¥+ ERABFRER
(Primary packaging of semi-solid
dosage forms)

D.1.3 BRI B4 R4ER
(Primary packaging of solid dosage
forms)

D2 a¥4#4E% D.2.1 & % % ¥ (Secondary
Secondary packaging packaging)

D.2.2 R5#R4E ¥ (Labeling)

D.3 L 4&
IOthers

D.3.1 REBEE - BBAKLT - 6 MkERAERXREZHEE -
(Others)

E.%# 8 Active Pharmaceutical Ingredients (% XA HR " H3F BRARA L ¥ » L*._#J!
R BARERBRUBREBERE )

A ST GMP HZ R BRUEXAE R/
E.1 £ B B M B (Sterile Active] 2B XM
BEHBHE Pharmaceutical Ingredients) [ ik B
Sterile Active
Pharmaceutical
Ingredients
E.2 JE & th B ¥ # (Non-Sterile Active
JE & RH Pharmaceutical Ingredients)
Non-Sterile Active
Pharmaceutical
Ingredients -
E.3 448 %2 B #(APIs of Biologicallx R U R THRARBRER
AR B2 BBR medicinal products) AR
APIs of Biological

|medicinal products




F.A5 2 &4 R A EWHH Specifically toxic and hazardous substances

Specifically toxic and
Jhazardous substances

. 3 b GMP i ZFBRUEXNE HadE/fe
FRHEFBRLATNH |F.1 F#FB(Penicillins) BNz UBBRESTRETES

F.2 5378 -F & % #(Cephalosporins)

F.3 #1 & & #(Hormones)

F.4 $a i & i (Cytotoxics)

F.5 £ 4&(Others)

BRAEMT  BAREPHFURRT
BHE TRAHASHXIERES
sa) °

HiE HARRSHLE - BATERRNY
a8 GMP RERAFIILLF 254 %
AREEIAEASERSA LY REM
HEHFR  ERBREFLRA B
LEE R X X8 F 3 k203 T35
it > Mk d1eadk (Estrogens) il
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Fhamsc ERiRtt » BITRBRIPERE

3381 & XK




