100TPDA04025

AR N

ke w2 ¥ 8 & F 5 og
r%’**é?%ﬁ GMP & = 2 & § |

EmaE GMP HHE (=)
B # (R E)KRBA 100%F 9 H 22 8
(B B )E B 100 % 9 A 21 8

AypH - FrRFL F R EFE A

WppE @O EE 4 ¢ F g A

¥



=ia= ow =53/ T EBEA D

H:

B & ¥

100TPDA04025

N3 =
EJ\\\HI:-EJMJ ImE
—_—— = =
Bt 18, THged/ =8 mAi=6o RS
3 3z == INN=
mEshsr/ SERE (BR) L EIEES
5 B
= 15 R
. . E o oz TFDA
13:30-13:40 |e & F I3 b§
o FETiT ¥ it
- RpFEse ALY R Bt S 2 TPDA
13:40-15:00 -zwffr—% ER AN 2 ,zr,,;:/%iﬁ_ﬁ: 2 iEd b
i »h.u G SRR A
15:00-15:20 % 4
15:20-16:00 | o ASU # % s SrEed ihA 3 =4 1
' ' E n BRET R
N\ d Ot 2 2, oL ! 2 25 )\ = r; *t/" ’EFB.J,
16:00-16:40 |e 4~ HER R il i SLFEsTE i A % ; ok 2 i
/U}\“ ﬁ% E'._ =
TFDA i~ £
16:40-17:00 Q&A & chpva




& FEMAEEME ...
& ASU P 5 A AEEH N F......
® TEBREBILRARAERE D F....

%% FH
- M i‘}fﬁiﬁi’iﬁiiﬁﬁié&%‘%
< M= f XXX E gL (B B ) &

AR

/\\’_J."

100TPDA04025

S »ly'

B o=x
.............................. C-1
............................... 7.1
.............................. S-1
tEE5F



100TPDA04025-C

100TPDA04025-C

LrE: 6 SEFFA(TFDAL %3 2
RPEIAARZE A ER ﬁ %R ""a‘ag (TPDA)
Farp g
L¥3*5 -
(D. % 15%

A. & B1PIC/S GMP# & H3=g 3
B. % % SMF £ i& 7 GMP R #%
(3). GMP&F (E ¥ 3 3 5 — = (&4 & 13)
CMPEFic£ 1 MHHE ¥ - (54 2 13)
(4). R3] ¢ PHLCMPF ¥ § 135= (2% /3)
HARA AR F Y MR AR
EEREE ™ f WMOMP§ m i B 372 LARY

100TPDA04025-C

100 EE R BEGMPA T > ifge
5 X i 4§ .

GMP B {F3E L EmE ()

1.E7Fx# (104 40)
2. FE gyt (804 48)
&Fﬁ%#lgﬁﬁﬁ%§%
- Mfr% R/ R R/ QAR B
- TRt %»u,{:""?&{f‘ﬁ
3. ASU¥ 43*;3_ RIERT A (404 48)
4. A %I&z B b wbrt,—ﬁ A% (404 48)
b. it (204 48)

APDA) A BRI LT o] R (S EIED
C-1




100TPDA04025-C

100TPDA04025-C

= F SRAS
MP B E 5% £ rEmtE (=)

FEsc it Edmat (804 4)

2RE RS2 i d
_Aﬁﬂgﬁm%ﬂ*éﬁm@ﬁﬁﬁi%
- F Tk AREACRES

100. 9/21 » 9/22
by %imdE
¥ E & HE A ¢ (TPDA)

100TPDA04025-C

|

-
1WL

TPDA) AR A FT A BN
C-2



100TPDA04025-C

100TPDA04025-C

AT Y BREP ERY £ 2 il hE A
99#6% P g :
o GMP(Hc M )12 4P M2 L& B o GMP# g~ ¥ 2% F ¥
o GMP~> 4%
99#9% P ¢ :
o ASUZ B %y & F T4 & BL(CMP# & b i)
Y11 7Y ¢ -

o GMP> HHiF2 §312 o P2 AZH
OSBRI FESCE i R T o P ReiTr B R

100#5% &F#miE -

o FFCMPe=#® sivkina o Wasms ApMEkRE LML
e Rl S

e Site Master File%% | o FEM AT b

e v EFHEERASY Ol o FWARTEE Y0

o ASU K4 AP 2 edrdd ol

o ASUH, 2 B 4% Hlid 47 2 k%Y bl

FEIT WP

1.GMPAE « R & % =B F# (Qualified)

AR s KA KA - REZ)PE
#* p eh(Qualified)

SEW(A¥ R W FEIE R
Talt A RE)RFERCFIEHP
e(Validated)

AR T RS BIED
C-3



100TPDA04025-C

100TPDA04025-C

100TPDA04025-C

BRI B

(1-1).Jeik i TR H
B 15
Lo eeeees #E’I%TN" h‘Tﬁj 2?""[‘ T2 f'};;]’rgi ’

P E B 1?9 B 4t & m? HECMP
R ERFASETamns R &2 Ui
ZEAF BB R B GITR
2R T R FRER -

TPDA) AT I AL o KA BHIE]
Cc-4



100TPDA04025-C

HERR A |
(1-2). St TR T I IH H

1. A B » bide
o 3 AR[AREFAAZ SFEINFALE]
(PIC/S GMP&R])
2. > 0 bl
e R B RBOERE R AT TEMNLE h
Z3c ("R 6)
o B 5w (TEF»T)(RI15)
3. 2% %W o e

o« UL F kAL 52 (AR

i3yl B
(1-3). Joik s TSI H
A 8 ok B - BT R EB o Gl
o “73 W EHRHFRKF (RI6)
OFFE TR+ ok (R9])

AR T RS BIED
C-5



100TPDA04025-C

100TPDA04025-C

HERUE
(1-4). Fe RN T T I 5
5. A 4% i

o A3 B (RPD(H ) o bldr
OFL 73 3
OFAL$* 2 5 84p &+ (identity ~ assay ~
purity) (EMEA)
- F A% 2 2 R RUSPH Faccuracy ~ sensitivity ~
spec1f1c11:y reproducibility® 73z (FDA)
- EPeig®% * ;2 © 2 [CH= = accuracy ~ prec151on .
linearity range specificityil“éz ’ ,Erpa.

repeatability% peak symmetry - F& 325
% ICH wrgsc 8P BFP> 2 Efp i (EIGA)
OzE g gk > 2 (FDA) 1
RO &
. . PN
(1-5). B RS TRV TH B
6. WAz

o LHlARZ #13 MR FCFRI6) @ blde:

@1 A de 3 i o Beirg sl (4 RI6)

Ot F ¥R &35 'H(ﬂ?éaé”ﬁﬁff)

Op # i LEEZCHTR6)FDA)

®* * ?vié“l KEP N E2LFS § P RS i

3 E (R R6)
- Li lL Rec@ i beent 2P ens 3 AN F R
IAR AR %‘éé’ré’r%” Pl # 7 % (FDA)

@éﬁwi FRGT - BEIZEFFT - HEISNEZF 0

B iEAR(FRE 2R 4 [if justified] )(EMEA)

12

TPDA) A< I A T R 15 BHIET
C-6



100TPDA04025-C

100TPDA04025-C

HERUHE

(1-6). etk H B I THEEYIE B

T.F&E>Z 5 bl
o SILFIF 2 (F Lér)
ORABEFL A E A L chF ¥ 2 (RI6)
O4% ¥g fblowing downz. {8 &Purging (*#F|6)

- Dirty holding time ~ Clean holding time (*#R]15)

e ERFF 2
OREiELL R
OF A2 § B

13

100TPDA04025-C

HERGH &

(1-7). ek H B B THER Y E H

‘@J_ % o0 B4 o
3 ﬁGMPit#ﬁFs&m ik Su(H e
—ﬂ%@#éirﬂﬂmmmﬂﬁ,ﬁ 6)
- Bopil T ,f 3,U(MHRA)
- @A Al S BENT RO HMEA
58 (FDA)
- FHEPRR T NEIFNTREEST N
(£ ¢ )(FDA)
B % Squalifieds® &3k + 3 & £ @ ckiip
e #2 B erip) 32 (FDA)

14

TPDA) A< I A T R 15 BHIET
C-7



100TPDA04025-C

100TPDA04025-C

el
(2-1). L R EETE S
RS

2. 0 F FEFRIE B3OS 1G] o FErRF M
SFIFRARAFFEI A AT Ry 27

FER L B0 o

15

100TPDA04025-C

el
(2-2). L RV EETE S
RS

BAivhd o - RilE- P
FRAFE @

16

AR T RS BIED
C-8



100TPDA04025-C

100TPDA04025-C

HERGRE]
(2-3). BRI MR EarEH
$R15
472213 T B ST AITR
a) FEPTH % ;

b) FECiE BRI

c) vwgrtmfrg%@ NN & R et X O
d) 2N dEzps e sl

e) Rz F‘*fi-ie#k ;

) #LEH

g) $BRF 2 o

17

100TPDA04025-C

18

TPDA) At I 4P T R A5 RED
C-9



100TPDA04025-C

100TPDA04025-C

HERE
(3). B E I Z MERETEE
A1 15

b RE2FT R EE RTLMIWPRTHRE

1ﬁ&°3?§%%“$ﬁiﬁﬁ’if
PH M I RF o

100TPDA04025-C

HEBORE
(4). HERZ ShT T (RS o5 BRI A T)
KA1 15

7. Re#li®23 Z*PF’ R /AT R LFL R

LS  IEHBRRIZ IR BLE RS E NS
#woE g F»*’%J-ﬂr’i””r*’ Bk Wi EF
S PR R TRY YRR RL LY
< {E{L o

8. Y AMALHEE » Mo EEESD N2 %
T — P2 SRR FEc o

TPDA) AR LT o] R (SEIED
C-10



100TPDA04025-C

100TPDA04025-C

21

(1-4). Fetk TR E S THE I IH B

100TPDA04025-C

5. 2453 &
o A3 E(APD(H &) » bldr:
OFL o 53 2

) 2 2R E A% (identity ~ assay ~
purity) (EMEA)

325k 2 % B % USSP fTaccuracy -~ sensitivity ~
specificity ~ reproducibility % = 2<(FDA)

- EPedsk * 2 © & [CH= = accuracy ~ precision »

linearity range specificityz #£sz » ¥ jf#&

repeatability % peak symmetry - F &3 2R

% ICH #rrscriz@ M &2EP 2 & 4 8 12 (EIGA)
O E L gz % (FDA)

22

AR T RS BIED
C-11



100TPDA04025-C

100TPDA04025-C

AT T VAR
o (AHi T ELEEP ) 4057 chEEs Sl
.- 2. L &
3. BmR 4 KR
(D.7E£4H
2)." FHBR
Q). £ R
. B MBIk R 6. T EER
7. w5 e 8. i Bmig* B
IR T3 A HER

o 7 b iREh 2 & Jf HFEN Sl
THFH TERFR PR

.- 1% X X X
2. M2 g X X
3. BmR X X
4. /%R X X
5. B KIEBIER X
6. T EER X

24

TPDA) AR LT o] R (SEIED
C-12



100TPDA04025-C

PAKIAWRE 5
o G E BN B gtk
FL A3 FA33 2AEL S
1. &- 1 X X X
2. Mgt X X
3. Bre R X X
4.8 B R
(.7 £4 1% X X
2).*FHmr X X X
(3). £ Rix X X
5. B KBk R X X
6. METEER X X
25
PAK VAW RE 5
o &P 3k w‘g%fx-é-‘; PLEY 2y &
O FL 33 RP2 %2R - FL o
© FH3E %ﬁuﬁ%# By o el x ¥k
B E
O FRTRE 1 iﬁﬂii‘iiér‘%r‘%ﬁ e
o BTN RRPTR Alen R #
;;—5 ""\?’*LL}:}
26

TPDA) AR LT o] R (SEIED

C-13



100TPDA04025-C

IR

o N Ak - LB 2k Nk

O FHrAiE:
When validating alternate methods, each of the validation
parameters for the alternate method determined shall be
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O L&Y 23
When validating noncompendial methods, each of the validation
parameters for the noncompendial method determined shall be
compared to the acceptance criteria established in the Analytical
Method Validation Protocol.
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Categories of Software[GAMP]

1.0Operating system

Considered validated as part of application software

validation

(e.g., Microsoft DOS, Windows, NT, and UNIX)
2.Nonuser programmable firmware

(e.g., microprocessor-controlled automated equipment)
3.Standard software package

Validated as part of application

(e.g., commercial off-the-shelf software packages,
Single instrument data system)

4.Configurable software packages
System specifically adapted to individual application
5.Custom-built system or bespoke systems

Developed for specific environments
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Categories of Software[GAMP]

1.0perating system
Record software version and record testing for 1Q activities.
No validation activities are required other than validation as part of

the application they support.
2.Nonuser programmable firmware
Record software version and record testing for 1Q activities.
Record changes, such as upgrades.
Calibrate and qualify equipment hardware.
3.Standard software package
1Q, OQ, and PQ of application, ongoing evaluation, and change
control.
4.Configurable software packages
Qualify supplier (establish assurance of QMS approach to software
development); 1Q, OQ, and PQ of application and any bespoke
code; ongoing evaluation; and change control.
5.Custom-built system or bespoke systems
Qualify supplier (establish assurance of QMS approach to software
development); 1Q, OQ, and PQ of complete system; ongoing

evaluation
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