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e

[BR ps B % S FE A {77 494H 4% (The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme, F&fE PIC/S) | {25 B & FH &4
GMP EH BifE A RE T TREA P4 I RIFE & TF4HAR - 3R 40 (E& & 77/8 43 {E
% - BRI TIERIR GMP FEE R BEMmSBl | REE A EAE A e
Y& (Taiwan FDA) 7RFY 102 45 1 B 1 HAEIEF A PIC/S 56 43 g & -
AHEEFEIR B HEE S A 17-18 HRFE A &8 5 55 (2014) 4% PIC/S 55—
g BRFRGIN o FERFIRZA0S5 A 1921 HNFEAFIZEBZRT T 55 6 J& PIC/S
JFRHEE(APD B o2 B & it | -

PIC/S 07 e ESE s GMP JEMIEEERIE A ~ fEEmE —8UL - K—
(&l G Bh & FBTE AR BRI & /F4H% - Horp - PIC/S BE5RFE (expert circles)
I RE R IR AN [F] R BB R FIERETT » PR5T GMP Guide WHE ~ FEEH=EE »
BRI EE B E 24 % - WIRHEBIFEE BETam 3SR GMP <HIEAHR
HIERHYE 5 > DURZE—EU LY GMP IARIIEAEBIFE A /S - A " 55 6 Ja PIC/S
FRHEE(APD B Z B &% | 7F 103 4 5 A 19-21 HAERFIZEEEIT - HEARF
@ L ey TS HERE (Agenzia Ttaliana del Farmaco-AIFA) 7&¥ » AZveris Lo
S [ 8 2 AR R ~ R EE 2 BURIFSE ~ JFRHEE 2 TR ~ & B RET
BLEK gy (WIS ~ BRI - BRMRE ~ IFER ~ BIFEE1H) F8 - WaTamBH104)
FEAFIAAE] Strabourg 2BITHVE S I LRE - FEHSIARERE g > & E
& B TR o K AR FURIEE GMP MHRBHAIE ~ FEERTT - EMelEs - SR
SRS B D S AR AR B PR -
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= HHY

o P B it L FE A 177, 4940 4% (The Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme, fi&f# PIC/S ) | A " Pharmaceutical
Inspection Convention, PIC jEA" Pharmaceutical Inspection Co-operation Scheme, PICS |
“{EEFE A TFAHSOH TN - SR T EEm GMP BB EREE IR
ik B ERAHER - BTN R ESE S GMP AR REEIE Al ~ FEEmE —EL
(B R I5% GMP BFE & FELE AR o PIC/S 4HERAV S EReRIF S (g & -
72 103 7 ARSINE 47 & & » FBEFEMHEIRK AN » FEHECEEZR -
HAtranSEE ~ R ~ BN - Frhnd ~ BARPELE - PLEs - mEIE - BIJE - 4
MRS R > BAKRMEEINS0)F 7 B 1 HEliksh 45 k46 [HEH > H
AIEEE NG BN R AN ~ I - THHEREES » 5 PEREGEE
IRFREENEERA -

HENERE 99 4 6 HHATEC A Z e mdgyEiE (102 47 i
H B A B B ALY e B > fFE Taiwan FDA) 1EZUA PIC/S SHAKFEH A
EEGE o &8 PIC/S 4HARBEN A RHETR T 4ORTE 101 48 10 B S se A
EHFTAE B TPIC/S 55 35 JEg BRFEAE (35th PIC/S Committee of Official
Meeting ) ; 1 > 45 PIC/S f8& S8 > 2 102 48 1 A 1 HEEEZER PIC/S
MHERE 3 EEE -

PIC/S Flg& BEREFERGHFHR 2 X EfEEE 5RFE DUk WHO -
UNICEF - EDQM K EMA % PIC/S &1EB TS0 » PICIS AGHEEEAIA
WA ANRE SN - 5 (014)F [ PICIS 55 1 R B RE > £ 5 H 15-16 HJitFE
KFEEE R > TRERE LS TPIC/S & 38 Eg EFAg (38" PIC/S
Committee of Official Meeting ) > [EIRFIRSNIME 5 H 19-21 HIAF A8 B 2T

"% 6 JE PIC/S JFURIEE(APD B R &k | -

PIC/S Bs—{EE (S ~ GIFBRINEIFE & FAHSS - HiA B2 PIC/S § 5
FERERE  FEE G - ERE G (expert circles meeting )L [FEFEEEHE (Joint
Visit Program ) Z5/&8) - f2HE4E] GMP FE5& E0% ~ afsmiV e o WHEHER
EZENSEE) - DIEE LAY CMP AR BfE & /8 - Hdr » PIC/S H



7 FEl(expert circles MR A [F] T REECE SECHEA S - 2 F ST PIC/S GMP Guide
bHE (B1& Part 1~ Partll }2 Annexes ) ~ FEE AR ~ EESEET e R LE
2% > HAtCsrFeEE - B EEEHE (Quality Risk Management, QRM )
BRI - ARSIMIR/4H4% (Human Blood, Tissue and Cells ) ~ #&5n {8 B FH{FSE
(Good Distribution Practice ) ZFEEZE[E  PIC/S B552 Fa & HA W ER P2 wr g B 3
JEE) > DAFIFEE Batam s ocH GMP HHBHAIRS - FEARTT - AR - EHE
A R~ 2 ERBUEE TR B T I SRR BIPE RS, - I EEEIE PIC/S & BEIZAE
RAFERBEALRAES I - FBHILEIFAE PIC/S BRI EE LS RE R it
R o
AL 6 & PIC/S FURHEERREIE - 103 455 A 19-21 HRFAREE
EERT » FBEAFIEEMFEE TEHRE (Agenzia ltaliana del Farmaco-AIFA ) 2K >
ARG T T R 4 2 SRR - [FURHEE 2 HUBETEZE ~ [FURHEE 2 B TRIERT -
EREHRT &R Z0EE - B - BEfre - HE -~ BEESHSERE
HEITERETEL 2 WiETamBH(10)FEARF AR Strabourg B THVE AR T - A
REGehk T EFEHEREE N BRYERIABL ) 2 KB RN AR B A fod
it > DUIRE & BRES S AR TR 2E GMP &% - L& BIfE & B AL R
& GMP 1Y — % - AN - FBBHIFEILE S - RS BLFREE GMP BfZH
SR FEIL B EHFUR 5 GMP Bog sl CRIMER BIATR - IR GMP fE& B fir
HIFRIEE GMP 2 B EIER - A B2 IRE FREE GMP B HELEZ ST - I
Ry E— T BPR S R (AR T AL -

=7
— iR

HE A BEEARIRNL 10348 5 B 14 EER2Eb 2 AFIZE S 20 PIC/S 4 38

Eg BERANGES 6 & PIC/S R EEE B g - LM AR 5 A 23
HARIEEIFT - HETRB TR N
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SAH (=) R (BIL-MB-RARIES)
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SH1TH ()

S EAEH

SHIBH (H)

R ER AT

SH19-21H(— ~ =)

HIFEEE 6 J& PIC/S JRfel e e 57 s
(6" PIC/S  Expert Circle Meeting on API)

SH22-23H (W~ 71)

RFE (FAFES —&db)

55 6 JE PIC/S FURIBEE R I e i ¢

F—K:5HI9OH (—)
08:30 - 09:00 | Registration %
Welcome and Opening Remarks
09:00 - 09:15 . .
AP EE{L (AIFA) B2
09:15 — 09:30 Presentation of the expert circle
Session 1 - Process Validation (Enhancing the knowledge)
09:30 - 10:00 N -
BUFERER (o LR RIER)
10:00 - 10:30 Session 2 - Process Validation (found during API inspections)
' ' BREERI(FE R SRV ERL)
Q&A Session on process validation
10:30 - 10:45 L N
TR BaTim - BURERERY
Introduction to Breaches to Data Integrity
10:45 - 11:00 | __, _ -
G ERHREHVER
11:00 - 11:30 Break
Session 3 - Sampling operations
11:30 - 12:30 -
HUREZE
Q&A Session on sampling validation
12:30 - 12:45 B s o
FERTEIET 3 - HUEEIESE
12:45 - 13:45 Lunch
Workshop (Process validation / Sampling Operations)
14:00 - 16:00 N . o
raEETEmCBUERERY | BUERIESS)
16:00 - 16:30 | Break
16:30 - 1700 Feedback from workshop
' ' SrEHET AR

F_K:5H20H (=)




Introduction to the second day

08:50 - 09:00 P
/0 Kar 2
Session 4 - Cleaning Validation (multipurpose plants
09:00 ~ 0930 | oo T (multipurpose plants)
BRI F R
Session 5 - Cleaning Validation(dedicated plants)
09:30 - 10:00 R
BRI (B RR)E)
Session 6 - Cleaning Validation (QC Laboratory operations
10:00 - 1030 | o077 T © Y Operations)
AR (e B ERE)
Q&A Session on Cleaning Validation & QC
10:30 - 10:45 B N .
Fef8ETam « HUGEHERL
10:45 - 11:15 | Break
1115 — 11:45 Session 7a - Contemporary 1ssues (Falsification and manipulation)
' ' FERET(AESER)
Session 7b - Contemporary issues (Data integrit
11:45 - 12:30 et e poray ( Exity)
FEREIERESR)
Q&A Session
12:30 - 12:45
Fe i BlETam
12:45 - 13:45 | Lunch
14:00 - 16:00 | Workshop (Cleaning Validation / Counterfeiting: interactive case)
SrEHET R
16:00 - 16:30 Break
Feedback from workshop
16:30 - 17:00 N
e EmER S

F=K:5H2l HEZ=)

Session 8a - Contemporary issues(International collaboration)

09:00 - 09:30 L
BRI EIEETE)
Session 8b - Contemporary 1ssues(International collaboration)
09:30 10:00 .
EHRETEEATE)
Session 9 - Contemporary 1ssues(Heparin Inspection
10:00 - 11:00 N ‘p Y (Hep P )
FHEEI I EER)
Q&A Session
11:00 - 11:15 L
P BT im
11:15 - 11:45 | Coffee break
11:45 - 12:15 | Update on PIC/S Q&A document on GMP Part IT ICH Q7)




537 PIC/S GMP Part IT ICH Q7) [ E17& S {F

Update on PIC/S API training

DT g pross s s
‘ ‘ Next meeting topics

12:30 - 12:45 L

12:45 — 13:00 Meeting close-out
| T | e

13:00 - 14:00 Lunch

Steering Committee Meeting
13:30 - 15:00

o'y = G drie
BEELZEggH

2~ GENFTERHE

— PIC/IS 5 8 B BAFTRAE

(—) ~ 5 A 15-16 HfFEHRAEFE Dr. Joey Gouws  (FIFE South Africa / MCC)
EFFTH#EST PIC/S 28 38 [ BN ARE » Dr. Gouws LJFeR > #hss—REFf
PIC/S &5k > (EFESE _LEFIENZE (R - ARIgrsgdt 35 {[E PIC/S
FEIREZN > 55 WHO ~ UNICEF ~ EDQM K EMA &1EBHEINIR ESN3%
ﬁi‘:lé

B ATk

[ /¢ PICIS #7F - 22 PICIS 2 G A & H e 2 122 ] Z{DECLARATION OF
CONFIDENTIALITY & ABSENCE OF CONFLICT OF INTERESTS) - A7L{ A+

BT 2T 2 ]

(D)~ ZEGEE®RBHASEETEIFIE 2014 7 A 1 H 2014 £k
PIC /S & E;H AR B 45 [H PIC /S & 2 » Wi RIS SS B 4 iy BUEs 1 &
2 FAFEFE (MHLW) - Z8Rf1B s EH S (PMDA) FIHA
INETETRAEY GMP fe SRS A (3R - Bl R mEELL S (MFDS) #Hh
By 46 # PIC /S & & - HAR 2012 4E 3 HEHFEIIA - SUH-HZ%% - Bk
£ 2013 429 H 9 HZ 13 H PIC/S AFREHETIR S E R - e & fnA1EE
rE R (KFDA) A 2012 4 4 HEEEEIIA > 14 2013 4% 3 H 23 H&gEEH;
AR > SfEh “BmEEL e (MFDS) ™ o SUHEEEAE MEDS
B H#EFT > PIC/S AR 2013 4F 12 H 17-18 #EFTTEEFHE (pre-audit) » W7 2014
.1 H 13 HE 17 HHAAL PIC / S BT RE 2 IS HE -
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(=)~ PIC/S ¥¢FH T GDP %55 [(GDP Guide) : PIC /S ZE & s T {8 B iEHY
F& (GDP) 55> H 2014 4£ 6 A 1 HE4=%% - PIC /S GDP W& 2 LIE
GDP 55 | BFLHfE - B GDP 2741 F - S EUHEUNEORE ~ IR B4R
J3 > 1 PIC / S GDP #f7* PIC/S & B2 R B&RMEANTEE S - RN ZRT
B PIC/ S & EHREJ1#E(T GDP fg s - S RAVES S TiEHAE4E H i 185k -
HRBELER - % GDP #ETEEN T H > UlpBhitssEssppiEayEs) -
B 1E (R s 4 e A\ B AL NESE - 28T L HE 2 [ AR A O A PR s 281
TEIM RIS B RIB g A 528 -

(") ZHEFHE R PIC/S Ag: FEELEEY)E M EHE R Bonchai
Somboonsook T » EFFZ EGFH T EXEAR B E L& LEHEBERE
R PIC/ S AEHIEE o

(f1) MEHEE PIC /S AN HATIEEETRHEE A 10 T EHE > A
& HEE & (accession) A FLAL > LG ¢ E2PE/ ANVISA ~ H& 2 FAERE/
PPBHK ~ (HEA/#AESS ~ JEE#E/ PFDA f1+HEH/ TMMDA; HEEIARTTERF
(pre-accession) & A AL » €45 © wiZEfeni/ SCOMTE ~ H /Al ~ &
F1J/ ISP ~ 147 72/ CCMPA F1£&P5EF/ COFEPRIS ° 22 B & h&E s 3 5t )l
RHIIAE A « B¢ 2011 SRt E T E(ERHIRE - ST2/ NDA 25 —1E
T EWRA AN ARTOVEHE AR » B EMA R0 B ER B FEEA
Y TEARRARYRE R TAFRMt gap- 704 - 1E52RK CAPA 1% » 17/ NDA
BB EE TR PIC/ S A HIE, -

(73) #rHY PIC/ S RE E G AN EIR

OVERVIEW ON SUB-COMMITTEE STRUCTURE

,-'"'-F-F = = T PICS Comm itice
/ Mhosl oempeLendes o Fthe L\\
f PRCYS Commmitter arw "
| debepaned 1o Sub- |
| Comrnisiees, which report o T =
\ hack 0 the Commitses, Election of oifice
e __,/ holders & SC Members;
— Plenury Mesing: Treary pawer
aperutes FIC Sche me
and inkes decisinns Acceptance af new ['A
s A dioption of budpet

.--'"'-----; \ s Ek
- / / I"., \ ) _
_d,.-*'"-f’ ./,,-" ‘,." l,l \ "‘“HM-_EH‘ _h--q"--u_q___‘

e
Sube e itee Sebel ommarie: Bub-Cnmmistee on Buh-Comemisee Sub=L'ommiiee Subl mmmities Sub-lommittez
o Cungilimnwc e on Sormiege: Harmuonisati on of m o Bludget, Risk on Expert Cincles i Trainisg

Ibzvekopment VTP Caommum icion & Audin L

Plans & reviews Revierws LS Hormeomises (1 D Diefires Assesss all Eeviews activities | | Plans & reviews
bath assessmenis sirmegy & & estublishes Best suArrREinm risks, Tevienws ol Exper Clreles CMIP Tralning
& reqsiesments Pl Prclice alrabeyry i perepares L
________________ - — Joho oL bt




PIC/S X% & & (Sub-committee , SC)ZE#& A4 (2014) i 4A7#(F » PIC/ S £

FEEREAT 5 (8 A 28T PIC/S XZE B4t < FEUN - B4

1. 2014 1 H#EHE ISR Z &S (Training, SCT) ~ EXEXZEE

( Expert Circles, SCEC) ~ FiSR3EXZ &% (Strategic Development,
SCSD) ~ FEEMTT I KZE T ((Re-)Assessment SC on
Compliance, SCC )~ & {8 R 875 Ko i gH AR s AR 1 2= 2 & (GMDP
Harmonisation, SCH) ~ j&i@ExZ 5% ( Communication, SC COM ) K Ji
b~ FER R FEEZXZ A% (Risk, Audit and Budget, SC RA&B) =1y 7
EHXZEE - EXRZEEGZEFE » Ky PIC/ S HZEg (PIC/S Executive
Bureau) 2 E4AZE 2 W AZE B G REFTEE S REE G 2 HEERE K E
TR -

2. ¥ PICIS RZEG R REEEK PIC/ S @ B 281 PIC/S &1 - 7ifiRZE
EgrF a4 > 57% K EIEECE 2 PIC/IS & & » 8~ PIC/S EEHEA
BIOM By 1= 2 404 > B 2 ERMEAYEPELH A -

3. PICIS KREJTNEEMHZENE » KZEEEFEPICIS @EF AL » ITH
HAE[HET PIC / S 4HARRH - HABh PIC/S 2B H At BIPRAHE, ~ & 1F
Blange B E AV EIPR I (ICMRA) ~ ICH K ISPE F1 PDA 25 52
e -

() PIC/ S EAREFMSEERE G - 5 PIC/ S ZAgg#HK N5
5 H 19-21 HNFARES AR > B AR EELEEE (AIFA) 13k -
BERE R G R PIC/ S Z Bl API FE & SVERS R EZ — - ZKH
PIC/S & BHIJEE B 2B - 3= ~ o ~ JEHY 45 BB A L EE - 5T
120 ARESM - WTCEFEE SRS E S - It et R EENTE 4
PIERGTHIER A EE S - ar B - EEROUEREE AR S FE
st > HETTOE ~ BB - e EH BT

G\ H PIC/S Fl4sEE) -

1. PIC/S rifEfe & BtEFlllatE - (HE MR IMB S5 K » T —HIERE
L 2014 ££ 6 H 16-19 HFXE A EMERT » TR 2014 426 H 20
H 2 3fE | GMP BT B3R -

2.PIC/S - PDA (fEE#ME ) BraE > ICH Q7 [l 4E GMP [yiz3|
SRFE > Ly PIC/S RS RZ E#E] 2 kL 42 GMP 55352 — > B
A RS HEER AL AP BEFIERFE > 30 - BH4S GMP fE& B REEE SN T
A IS IERFEHR A 2014 £ 9 A 18 HZE 19 HAELLFIGAAE ZEH 22172014
10 AR EEPEEPEFEE (Brasilia) 247 -

10



3. PIC /S 2014 FE &I & #s 10 H 22-24 HAFEBERE T FER &
FH % (Dedicated Facilities or no?) | » HAE/ ANSM T -

4. PIC | S Z B EfE T (QRM) GMP & E# &3I4k &) - it 12 H
8-10 HE H AR #4177 » tH H A/ PMDA ¥ -

= &% 6 JE PIC/S [RR EE R E =

AR EA 43 BVREEBRADRE S > 3 127 AR > Hd o ZKEHEON
SIEMNEIZR 26 [ ~ FHMEIZE 5 (& R naNEIZ 12 (| - A RE R E% GMP
>£iﬁ1‘%>ﬁfm$ﬂﬁ—ﬁ§§ o E — 205 H:

1. P& 2ERILAVEEES - B8 anb ViSRS - R EER Y B R

HZ B - RSB R Casn B R4S GMP - R E H ER R E
PREEES > R ECRA AN ERRE Y — B AR I FEISS DAY AR
PIC/S 4H&INERIL T REEERIE | DIHEREHEE GMP MHEAHR g E
> W ET ¥ FRHEEEFIHIE PIC/S GMP Part 11 {E R R 2E GMP 1925 #1
i o RSN RIS GMP BRI R B A -

2. JRURHEEY BLS AE H R B AR A A E B e A B A H

DEME > R SRR R g s R L —(EER 2E GMP @ﬁ?ﬁ)\é%ﬁ%ﬁﬁ :

A ORAVEE > RS ENYFREE GMP IR AR - BNk EE

GMP HYEAMERLE - WA RS HIEREE SR S - 168 BB BT

1TI506E GMP MHBARVHIS ~ FEEFRTT ~ ARSI = nIiRf(e
AEJFREE GMP B 2L -

JFRI8E GMP AHRA SR AR T
1. BUFRRER(Process Validation) :

TEIFRIHEE AT A 4 B AR EEAR S e o ED /D 3 #E Rk
2 NE R IR SR BRI B AR I - HEBFFE AR 2 ER - #
— DI R SRR R RIGRELR i - A SRR SRy AR ey E B I s
2% ICH (The International Conference on Harmonization of Technical Requirements

for the Registration of Pharmaceuticals for Human Use)FT 2845 AV F i~k » #E7T

11



o' Y FFE RSB - MECRIFURIZER SRR E B B 24 4 > 330 ICH Q7
JE Rl g% (B B B % # #1 (Good Manufacturing Practice Guide for Active
Pharmaceutical Ingredients)![/5 SRR HERGHYELAEAE AT (fL 208 ICH Q8 429
& 5%aT(Pharmaceutical Development) HIlA5 5 SRR FFEFH R Gm 4L 1] 2%

775 38 R gk S T H (Critical Quality Attributes) ~ [ BIFZ 287 (Critical Process
Parameters) ~ JEEEE(L (Risk assessment) ~ & I TRES (Control Strategy) ~ FJ4EHE
#2(Initial Verification) 5 F 48 f##¥ (Continuous  process verification) 55 25 B2 #f

RH o A B L B N A A S AR ) -

Critical Process
Parameters (CPPs)

el N

Critical Quality Risk
Attributes (CQAs) Asscssment

[ }

Continued Control
Verification Strategy

N «

Initial
Verification

FiffE : Life cycle approach
2. ETEE A2 Electronic Data Integrity) :

HRAERA AR AR - P& RORIEEIT RS #HPLC) » HEE
TAEERHE &Ry (& EBAE st in BB 0T (Trial Sample Analysis) 5
A MEMIE(Testing Into Compliance) » FLAE# N NIRER - 2 ST
(Audit Trai)iVFEET » FEET(EERIELEHEE PR RS RRR ST -
Pz R R B R AV B A - BB R PREE & » e e ERny
HEYPITIHIL » DL EER GMP FFE M -

3. EUAE{EZ(Sampling Operations)

JFRt SR R AR T ARG R R ~ o S R SRR SR el
IMHUB(ESERY Rk B2 Bt indE AV IEREM:  Hor - BBt (Sampling

12



plans) & 5 & i Y22 M (population vs sample) > BUEERE - HIl By BUE(E 3
Fiibr55s ~ JRFEEBIERVEAR & - T A BVEE ISR AR P HURE &
SRR Fr A ST BV R SR B R SR TH S B AR5 A (Environment) ~
et OB REFEDR  MA SRR E T SRRV - I RS S
#JEA(Labeling and closing after sampling) » £ 1% FyetE@Fifg i 7 (Storage of
samples) » B AIBERZ BRI FSEAYRIY -

4. EERER(Cleaning Validation)

5H B TURE ) HITENG R Ry SR SSRGS - AREERTT
AR S A R o RS GRSE I R ARIAAMUE . BRI
SRS BV EISHED IR (SRR « AR, ~ FUUHIIRAE -
HRHER ~ BURETE ~ A EANE > HEdT 2R ERSETEE K
Bl IR RRREE R R S v AN S EEUE - dilsEEE
gthn > QUFER ¥ 2RISR > nIAE B AEReEE B Ay A A S PT BRI -

5. 1R - EERIEEEFISE

Rkl EE GMP fe& AN &7 B HBARHYE4EBe open-minded)BLAHZ AR
SRR - EEEEASIREE NN (R BESR AT B AV S B T aE S
4 MEA AT IEHEEIE R » AT TEE X BB (Cross-check) » 7 A REE
REEMRFEE TiRREE WEM  BEZEEEN A ES AT -
5P ~ R EmEFREE « BB E - N A R dd sy - &
SR EE ~ %1H > _FEEC N iE (Check not only inside the buildings but also :
around, behind, above, below buildings) » & AIREZE A —HEI T8 T EAMERY © FEE
ANEFBIERR ZAEFREEA T R85 (The inspectors decide the way during
plant tour) > MG EEHUR NG [ BHTEE » BUE MR E0Y 77 R 200 i
et &P ARIERE - FEE N B HZEREE » BIMES M E
B R MESR R(Single or Systematic) » HE{THAIHY S0 RHEL 4R - AETT T B IZ4S
SRR AR -

£ LSRR

Y& B IFRIEE GMP fTEE N BHHI8K

13



(—) ARG

JFOR SRR A (i = P B SR AR A 5 » HBAE IR R Rk 14 B
BEEM: - H7Y GMP B RIS » B HEEREIHEE - FFEREM
AR AR EOR B SRR B RS IR E A IS - T IR RETT GMP FE &
% M HAGHT#E GMP FE& N B2 R EEFEAER - 12 AR PR A e
JFUR SRR > SRRl Bl © AR g s BB
SHEESERE GMP fEE A B - wANEREEE B FE T - 0%
EAS » H GMP FEE A RERIAMIEAEREOK - SRS e fUAM
A EBIRFRVER - REREETTERR ERYE - ERlam T B &

(=) RS EERE

JFUR S A L SR ARl - B T B ARHAREAE ~ FEERTTHH
Bl e - REIURIEEE B\ S AE B 7o o e Ut Sy AR (R B 1
Feffy - EHOABIFR S B ETIE - A A BRI SR - SEREEAR
BPREHE R S (EPE AR R e - (LR Erp 8 - DV Rk 8
SURERFACARRIRIG, - T A tH B S s IR (E R M FESIT IRk 2 GMP
ARG > B RE FR AR R EOR B S B BRI -

= {EREEEE—-YL
(—)  GMP Eg#rAEH] -

JFURTEEIN R SRR AV RFIRTE B SR 2R > 0T GMP FE& e R EIRYBRI
RREMEHE % - stHAERE L 2 HE - HAl R A RIS Bl S F SRR
EITRARSGEE © MEEFREE CMP 2 HEH - RS ER TIFS5sg i -
AR AN E RN - 2 BRI R s PR N B2
Bian > SRRSO T e et am S ik - BTAE R fE T2
MRV ERRRELER o 2D AR A — 2R B ARATE -

(=) GMPEMABEREEEEPIREES ¢

GMP EJig A\ SRR Z AR A HIGRERE » B EIREM AL - E
BN PEA—ER - HREEEN S A A ERRERER - #EEBIE
B EFEIZIEFE GMP STEm g A ERE e — 2t - [EniEhavthd -
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HpSuE N E B ER © BREE GMP SEE g ElEmeyr = - mfs

AN B EIER R ﬁ)?ﬁlﬂ’\]%“%ﬁ%ll\ﬂljlﬂ%%ﬁ » FROLFE A B PR A B
TSRS EE - st e ZEGIE T oralam A IS s - &
RS B EIRAFE B —2L -

= TEERE2HE PIC/S FREEREER - RERIEAE S
(—) {REEFURIEE GMP B SA % AR P,

N

AREZFCH 102 4 1 A 1 HiEEE PIC/S dHak& & - 05t 102 45 A
22 HAEFRIEE GMP (PIC/S GMP Part I) » HR 102 4£ 9 H 25 HAERR
ZE)Y 104 4F 12 A 31 HRT2HEFFE GMP 23K » FEREMURK & 281 PIC/S HHEH
EEEE R > S BRI GMP MBI EAE ~ f5E BB
Z PRETHLbTHEE - AR PIC/S (HGREFURISE GMP HYE# A fi e B S, - i
B R EE GMP B B FE P - IR IR EE GMP MHE. 2 BFRES) -

(=) {REEFRIEE GMP BIFEATREEETE ¢

F i S BRI EHEUES) - BIEE GMP 184 B KR E B i i
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