FEEZ RS TR

5 Ii=[2019]5680115

KT E 7k 2019 4 EFF GMP #F i & By 3 40

2015 4 % 2018 &, FEEZ & & T 247 CFDA. FDA. EMA. EDQM. MHRA.
Health Canada 2 WHO F B W4 B AL . AR FTV T2 XET, £ENE
MELT LY “ERDIHE” = “REL CAPARITR”, #—FHEFHTAT
AT E AN R N AR SRR AR, B ARE T AR,

GAEERBENHUREHGTLHERFTR, ol T 201959 A5ERK
SNEENA TR B R A1, FAL “HAERMRTRE” HERE 2019 F T
GMP #if & .

it o #0E B WM E RIER, U B E 4Tkt — P RBE W&
HME RN, FIEERNE )M CAPA ik, BERF LK EF 6 HE,
DB EAT Lt — P RBENNEFT R AN SR EH L, I EEFLLE
ERREHFZETE, EFHREAIEEEAR LS X EEKR, it 2 AE
BT

—. EBIFEER

EAEA: FEELEETEWNS (CPAPE)
XEEM: FEARAREEEER (FDA)
ABPEL: AEREZEVRSARAF

=, B RO R
K B[] R
BRAFEBERIEE Z2T
%—% 201949 F 16 H-17 H(A—, A=
4 £9 f A= A=) Sdb: AT EER T E AL 168 5
\ “l‘ v ’%:_ XS > *——'é\
%3 (201949 A 19 H-20 H (AW, Ax) TIREERERE 220

Mok AN IR R A1 A#E 868 &




=. &PHE
5o AR 400+, 52 F R EERNEZTERASL, UERHFL T R

}:m'\’ﬁ

‘2
\

b, aWRE

AR L ERBRERMEHHE 200 TR, EHHHROHFIT 2B,
FRER DMK FREEHNE, 5LF T w3 T HEGMP AL THRE KRR
Wi AEFHAT, SaEB A2 NAMFR RS E5EE X MNEFNIREIA
/T,

. <WHE

8:00-8:30 a.m. Registration 374 2

8:30-8:35am. | Welcome Remarks 30D & o E B #4518 % T B 4 (CPAPE)

8:35 - 8:40 a.m, Opening Remarks FF R B3 B0 4 % I O TR R 4E K BB ) (NMIPA) (75 )
8:40-9:10a.m. | State of Compliance A HHR % f %5 5 8% 5 H OC/CDER, FDA
9:10-9:40 a.m. WETFE(TBD) [ R % R W B (NMPA)
940-1010pm. | gt mm AR - KRS 5 RREERMARA)

10:10-10:30a,m. | Tea/ Coffee Break ZX &K

e Identify risk through quality metrics S
10:30-11:00am. | i ee e e g me RER M EEEERS 05/COER, FDA
11:00-11:30 a.m. ;fé:;&ﬁg‘;:agmsw persRective ZARER 11435 (speaker from academia)
11:30-12:00 p.m. g;;;’;?;"’"“"""““ RE R 5% 5L EEEBPENAE China Office, FDA

12:00-1:30 p.m. | LUNCH BREAK -8

L - | 1 lanufacturing /4 | TRACK 2~ Laboratory L% - - |
1:30 - 2:00 p.m. Application of risk assessment in drug B & Application of risk assessment in EXEARGSKEEER
development lab environment fEDAE
R T FH R 5 05D BABEVA | g ipis RREFBPHEM | china Office, FOA
2:00-2:30 p.m. Application of risk assessment in Application of risk assessment in
manufacture environment. T k5% Industry | lab environment? T Ak 5} industry
RIS TFEERERR T, PSR VPATE SO IR o B9 R
2:30-3:00p.m. | Tea/Coffee Break 8K Tea / Coffee Break 8
3:00-4:30p.m. | CASE STUDY RHI¥ 3 CASE STUDY R3]
4:30-5:00p.m. | QRA [ EEF T QRA [ B3P

XERSESRNEEERTANMLETHY-FEHES XERSSRNEEERTENLAZTHE—FEHESMN
bl FDA China Office Facilitate — all speakers participate

FDA China Office Facilitate - all speakers participate




Recap from Day 1

8:30 - 8:40 a.m. # TEE ZERSHRMEEIERPENAE China Office, FDA
8:40 - 9:10 a.m. TBD R E R 75 & BB BB OC/CDER, FDA

9:10 - 9:40 a.m. TBD ER#HREEEERRNMPA)

9:40-10:10 p.m. | Investigation @& B2 & B SR B (EMA)

10:10-10:30 a.m. | Tea / Coffee Break 258K

1030~ 11:00mum, | L e o %% 25 B 325 FE)AF China Office, FOA
su=ne. | g e Lt HE 5 LB IR MHRA

11:30 — 12:00 p.m. %‘;gg“m Tk 7483 Industry

12:00 - 1:30 p.m.

LUNCH 4%

TRACK 1 - Manufacturing 4 =

TRACK 2 — Laboratory R4 =

1:30 - 2:15 p.m. Deeper dive into manufacture Deeper dive into lab Investigation
investigation ORA, FDA RARR=HE 5B 4484 WHO
ERANESRE =
2:15-2:30 p.m. RERGHHE oo
Reviewing your toolkit BEEFDEMN | Reviewing your tool kit f;?‘;:gmﬁﬁﬁﬁﬁ
B TR 2% EEFRGE TAE Y
China Office, FDA i
2:30 - 3:00 p.m. Tea / Coffee Break 258 Tea / Coffee Break Z-&k
3:00-4:30p.m. | CASE STUDY EfI¥ 3 CASE STUDY R6%3)
4:30 - 5:00 p.m. Q&A B EFFRT Q&A [ EFRT
XERSAMLETERTENMAZNN—FEHES | XARKAKLEEERFEANAZHE—REHESN
FDA China Office Facilitate - all speakers participate
FDA China Office Facilitate - all sp participate
Ny BFRAR#MA TR
1. 73 ~% A
AL A H AN A = > A
Wes ARl |44 R 2| BRNEE

JC K e T

)

( %%

R/ N/

(L R/ N/3%)

C& A/ N/
)

7H 15 Har (&)

2700 7C

3100 7©

500 7T

7 A 15 H-8 A

15 5 (&)

2900 7©

3300 7©

500 7T

8 A 16 HEX

I 5% 5

3100 7C

3500 7T

500 7C

E:

(1 &%
8] %4 52 A R 5 2
(2) ThEH LM LUR B B E A, RUUCH
() B2 ARFNXEMEHE: R/ HAHEIIT. HRNMA.

G/ o N
%A

W e %
(4) 2o ARESVE R G AABE A FMKE N ZNES,
- &

K. 2R, EEREZRFEABE, LK

K [E] O s

X B

F RN, AT




it e B LR EATH S, FEFRERFAH.
3. W& H X

e Z AR, JugRAANAY XA TE—FRBIREL.
(1) FE#H - ELR4
EHEME T %, FEERATRELER.

(2) HPfFEfE R

FHEKTEAESSER, FUMGEREALAEE2FA
(3) EBRAF X

WAL, BIERA T2 HHAR:

FAF: 18610055310, 010-58256086, smy@jpt—bj.com

7 3. 13811943018 / 010-58256096 / zc@jpt—bj. com

B B Ak 13621057656/010-88360880 / fql@cpape. org. cn

%  #:010-58256080
fiff5: 2019 47 [ Fr GMP # it & % 2 E




M. 2019 48 E FF GMP #tit & 54 E#
VE: BLBHEELLNRER, HUBHBREETALL L EH.,

%R A M 7
L Na BEEAD 2R
4 R | RS 1 (FAL) HIS A5
SWEMBRA | KL BiE (AL Bl 46
KERA TE (2WF) 2 (2 WEERF
& E A A
UEEIN
ot A RS
e THFERFZTITHEXERER
AERER
o WFFHEMLAE kf,mﬁ&/ﬂzﬁﬁ%ﬁAwJ
sy \ . ﬁ%%%ﬁﬁ?mﬁﬁrﬁﬁﬁﬁﬂ%%\%ﬁkﬁ%ﬁ\%ﬁ\
~WNAFFH X o
HiE, TPATEIKS;
e ARXEAZEESL.EI—REESHFHEH. (FHHF. word X
. excel ZHEHT)
SH5EBRR T
%A 18610055310, 010-58256086, smy@jpt-bj. com
3K [E: 13811943018 / 010-58256096 / zc@ipt—bj.com
5 B H: 13621057656/010-88360880 / fql@cpape. org. cn
£ HE: 010-58256080

.
E:
:

I CHREFAFALE;

SHEAR, XERRERFEEWANFTE; AFH%E,

&5 30 A~ THF B R & &

2. BEIERENAREAME2R,

WA 2 HHHATEN,

3. aWBBKAATTE, ELRNBRAE2NELERESERLEE 2 AR



mailto:zc@jpt-bj.com
mailto:fql@cpape.org.cn

