' B #E K
FRL29TH 7 H

KEERFREETSRT (B
[EAFBEERE - £EHARERIEE - FREHHER
EERREVATAIBITAHEI ARV A POFERIZOWT

EELMEVATLARVREY A7 w3xTA Y MZ2WTiE, ThTh [E
EEGEVATAZETAIHA FIA 220 T) (R 2242 A 19 BFHTE
KREEEERR, ERABE - RESERREABH) KO [REV 27 <X
VAV MIBETAHA FZ 4220 T (ERL 18 £9 B 1 BFNTERLEKESE
EERE, BEREYE REMNKRERELEM) 2L, MESEOEDDOET
NEEZRLTWA L Z AT, '

ZOE, REFBRIFEME (GMP, QMS., GT P EKUVEESBRIMBIOHT
A R4 OEBRESICET 208 WFRARRSE  MIITBEAEE L ER
R e UUT TPMDA] &W),) RETEL - BHEEHRE) 0—R&R
LT, oOSHEMAREENRY 6N, EEXELLEV AT LAEAD
EOORE~Y=a T VEIZOWT, PMDA®DOKR—ALR—Y
( http://www. pmda. go. jp/review—services/gmp—gms—gctp/gmp/0001. html )
IR I TVWETOT, FEEOSEL L TWEELS LEbiC, BETEMRE
Fox LTEMBEVWET,

.....

(I 29.7.11 2

<TVEER




R H BRI IR AR B &
ERER - BEEREL ¥ T b =V A = ABCRIT RS

GMP, QMS, GTP R UEELBMFI DA BT 4 » OEEES(CIZE T 5875

TR 28 4
SR REE

MEARE HBHEE EERERBSROHRE
WESEE RUTHE ErERRRSREEMIER
MESEE IRAMIE EvERLRLHENAR

MERE

BARENOMP T A KF 4 DEBEALEZED BITHz-> T, EEEMRMPENES AFAT
LEFRTAIL bbby, ENOEERMMUEMS/E L QW AMEAE RENICEEL, ME
BPRERTAOOREELEATT A EPEETHD. AFERL, FFELIVRVBEATHNS
BBV AR VAV NERUVEERLAE Y AT AT W&k L TITR > 70,
ARELRAIZPIC/S MPHA KT A VPARTIHIC BB AL A7 A (ICH Q10) ORE&MREic
MyiAEnE, BN TCIRT TREASHEOREBRMCTRINENE ThokR, Z0FE
ZHFEBEVRZ=ZY A (ICH @9) PEERBEEFOMBEERVUMHL LTEMRS
N3E5, BRIL-TEBEFVEEEL, PIEPNCART 22 L2 AL Lz, XZORAK
BERTAED, AFER CRRTRGEECENOCHERNHEI A2 wRXVAV P RUE
R T AOBRESERRR., BRAXRELEXLTHWIRHESLIEET S LBICE
RNOBGEREE R HPITT 7 — b2 FER L, FRTEER, 7vr o — MAERHERZHETL,
REVAZ<XVRA Y FOBEMCBT ABRECEERGE VAT LORY BA~OREE Y
BT Lk, AIFEHEORBEETHAAEE L, MEFROMEERRCREETRIIBNT,
REY R <R VA POERCERSSEV AT LAOEARTRERS LY, HERED
BESZ L LGNSR EETLVORE, RUOZKWEERT 2O OFIEETY — V2R
L, Bt aZt2E8E L

ARl 2 5 #2181 0 2 ROEHE
AAMEFKESS KENTLERESON~




A. TFEEW
EASHEL. P CEBES{LEED.,
FERR 25 45 8 A 30 HiIZ GMP MEfTiHE 2ok
FTL7, ZOHITTIR. REU RZ=X
A OER, BRREORE, ML
BSADSER - RIEFEGORE, TEMT
=& )7 OERE. EERES0MtaEER
BEFCICEVIAEN, NV F—va i
HERLEMICET &N, 0%, BAR
E b ERR 26 4212 PIC/S N2 R7- L, #
GRICEEEED P 2 BENREERTIC S
EESEBERMBICRoT, BFETIE,
BEIZ BU T B & 2o TV E=ERML &
HIRTFTLDEZ AT, TR 26
FEENOEERMEV AT LARREDRE
BORROLHOEELRERTHILMHE
VR =F TR v NOERCET 2%
EiToT& 7, Tl 26 EEITRER D
INDLOEME., HRARREMNZ DO
Tuh— NeER L, AL 2T BT
r— bEREFRT L, B0 OREM

H1l EYVRI=RVA R,

BEVRIRARS AV MOFE

(. BarsooamsERSh
TLELY,

P
IR AR RN,

. BEIGHENIRC, WS
B Ak A AN

= /

¥

Hohdhoz(® ), Tihbh, &EY
ATRRVAV NEEALERT S LT
DFREE LT, T4 FIFA4 0N
HFESHTTWR, |, BI@REEERTH D
THEDRFPEESENR W, [BE LA
HERMNEL, HEARFMEE - MRS

FERDBERWV], EWVWolkZ L ThHB,

e, EEGGEVATLAOBREELT
W, THA FIA o BRPRBFESITY
2], TBEFEOFIEE L FIREDY v
BHOELTERY, ), THREFABLM»E
THEDRFIEESENRV. L, T V=X
(F¥ « A) RN ozl
BENRER T, ‘
2T, BEFETHIAEETZIND
DR, MEREZHBRTLI DOV —
Thd [FEEFN] BIEHETEZEL
L,

EEEME AT AOHRE

EXRRARLATLORE

([« S 4O RN ERER
TLVELY,

« BEOFIREEEREOYY
TR,

A A
EEAERLY,

\.° JU—2 (BEM - A) SR YA, Y.

$

chbDRE. MBS ERRTS=H0Y— L (BETTIV)EER




B. WEFHk

B—1 Ltiokiic, ThETICERE
L7e7 »ir— hOBITHER» b, mE Y
AT=RY A bEERLEERLR
AT ADEEET NVERMET BT LA,
ERZAK ERRHEV AT LEERT
B FRHTHL LY LI, LAL,
ICH Q9 Q10 2 FDEEETFNMETEZ
LIk, 2ETOREFEBLHET S
ZERFEETHD &M, MIEFTEE
DR EORL 25 TEGHEDOR
A B LEBHEFSNVERBTL
L L, vhbb B2irTkoic,
EELMBVATLADE=F Y TR
FThELTIHEMEORE) ZFEAL.
BUERTABRICERA LTS P A7 A
LA TR LEERLEEREET VO
HES B % FERE L 72,
AEREFLOFE TR, BIEFTOA

PEEE A E L O (BRAMEORE| O
HERNOUBOMNBHIZO>VWTELEL,
REPHELBOLNZHEROWTE
R AT LAREOWEHESEE
B2, CAPA HHEIS#MET D, TOMNE
BWTREYAZvR VAV M EER

L. U RZIIG CleBh R - ZhERry2g
BHEAEETA L L, EHIZRKE
MROE=F VU TERT ALY
a—Zf v Ty N LTHRERBOZY M
T AZ & bRYE, . REOD
IR BEOBEOKRYE LT, T0ORE
DREBET D,

—%. BHOLERZES GMP EBIORE
RELUTHRAELRRI, ZEEME, CAPA
LORERE - REHRBOIRERTD,
MBIVRI=RP AV FEERT 3, £
DREBOYHRIT SV TIHRRICE=F )
7L, MEEEOREOMEE LTH

M2 EERRBEVATACBITDIREY R wXVA Y METER LicsE

(Plan) (Da)
RE A, Bl HEEE | =
:mﬁ_’4 3% || BE || wE || SR R/
[ B 7/ﬂ ‘_ kg gHE || %a S| | HERERE
{Action) (Check) @
=] Ny - = =] [=]
mEBIATARED— . FESSEOEE] B HZ
(OMR) Goomes | | (A ELHIE | | e | | mig
e HER) ]
BETRIA,
Ll —ERE ¥
HZEBEDLHO B % M7 GMPEEL
AT LOHETE HEEIE SR
FE PR, CAPAFE CAPA, +F—L
BAUF—tay 008, EARuE
- ﬁgq =0t

[ mEmEoE=4U2Y |4

[ BRI R ARTOER ]

[ BFURvHI AN EIGE

3




DAL, HEEHIREDYA 7 LD—ERE
T3,

DX 3T, I OEBRET ST,
M EORE] 282 LT, &8V
R FR VAV MEER LS RE Rk
RHNERATRALIIZELRELTY
3, T, TOFHETFAOHEEE
BLoo, BHER, TEEE, CAPA B
EYRZEOBRICHEECREY X7 <X
VAV MERERTBVATAELRAZ L
BRI B,
INEDTeEARRETALOLEL
T, T&E~=a7V] (HIEE 1.O)
wik TaREAe, EHIE, SHETE 213
LT BRVATFAEEE, [REY A
7=x VA MRIEE] (BAFER L)
T TREBY R IRV A v bR R
Z, [RE~XIAV P Ea—FEE]
o ORFEE 1L.Q) ik TREwXP A
Fota—] OFatERAORFELFRE
NHELEERRETZZEELE,
(e, MBIV ARV AFOT
TARAERBIIRETEY—-NVELT, &
RS, REEATE, S -
mPER, NEEHE, RREEHE, #
HREEHEE O ASERAEED 7 455
LIV RZFERAV RV — b+ (8
$h2) RS LE LT

B—2 BRMEED GMP ALY FHEBM
L GMP HA KT A v DIEREE2IToTH
% GMP Inspectors Working Group {ZZ&M
L.GMP A FF A OERECEDER
WREIZOWTIBEBLAEY AT, HA K
A rOFSEEROMERHEE VALY
EEA~IRADFEOBEIZT S,

C. WFoektR

C—1 =HEE

gl L7z TS SEORE]28L LT,
MEY R RDAL FEERALEDR
H R RRIEE T ) R EERTICEA
L., BRI 20z, EELMA
ByAFAE LT, 2hbDFEHEFIE
BRRAETHIZERMBELRB,

¥, BEGEBECAFLEEATS

- e OEBEBET LD OB ERE

Lz, BREICBUEEFTIZCGEAL TW5B 6P
VAT ABRBAERTDHZ L2,
AL—RREAFHRIZTDZ &R
LT, BHEFNVOMREREER LR,
(1) FBEFNOHRK
AEBRETNVbERIL, (EEMGEY
AT HLREBITEREVAIRT A
ZTEA LcmrsEofaR] (K 2)
RT Lo, BEMREIAT AN
ERBREROFIERL LT, REv==
T TREYAZ=RTP A MEIEE,
(RE~FVAV LY 2—FEE] ©
3FIEFIZL Y, PDCAYA Z A ZEL,
BET A 79 A I Vbl » THREEE
MRZHEE, PRMNCERTEZ L5 I
WL, £, TOWERELRZEHE
EFNOEERIMUBREOREILTH
FETATEE X, TRk 25 SRR A SR
reE TR - EERTFMA O GMP F A
FZ 4 OERESICET D] I
TrREnk THAREORECOHREED
MBI DIER] RSN BEEA R Y
L CEBTAZ&ieRb, ZOK,
Beo ) 27 BERIZRT 2 Y R 75,
F0 Y R I RO BER) 72 kA,



HoEREMiaEke LTERTES 1Y
ATTFEAAY N— ] BEERT S,

(2) ERGBREVAT LB ME
YRZ <R A b EER LR
EOHES

21, EREHEE Y AT HOMER
WE %L PDCA VA J M K BB FIEE |
REREORETOY A7 OFHIZEEL
THE) A7 <XV A v NOERATH—
SOWEERLTVS, ZOL5I1T, &
EFNLTILGMP VAT ADE=F Y
YRFATHD [WREREOBE] 21
A+37 & THEFEDGMP A7 A RS
LEEERMEAT AEHBELLTL
BHEIER LI,

B, RfptomE g, LE
TEENREEEORER, BB, 00
OB, EE - ELE, M EER
KO CAPA DHE NS, AEREINLEDL
NiciEx pERTEC TRHRBRHEORE)
DR CHEOLEMRITOVWTEET S,
TR, REVRIeRVAL NEEH
LT, VAZEBRELTIRZHEA b
PHHL, wERANELRD OREFEER
LT, $0RA - AR EE E

wEL, ERLMEL AT AOREHE

PEFRRE, CAPAFIIHEURII L L

L7z,

B2, ZhOEEOHRICOVTILE
=F V7L, FORRERE O M
BoREOwHRE L, TOHRIZONT
LR LROEBEZRIT L0, B
CRVA VML E2—DAf Ty hEL
TEQRYMTONTIMT S Z & T,

PDCA $A 7 Mz X B kmAIREET LV &
L,

Zo XS iR EEET VBT S
T etk oT, ZER CAPA BHESIRR Y
DOREBEECREIR IRV A VN E
HEHTXAVATALTHZ EBH/FT
=5,

¥, ZhboTutAEREETLL
DL LT, [RE~w=a7] T, BEES
B AT LREOM RS REL, [&
BYR7=xPA VEIEE] i T
VRZ=RPAV e R] &, [BE
THZVAV M E—FIESE; B &
TAVAV M Ea—] OFrERADF
B ENFNBELELEL LTHERIC
T P R AL

(3) ME==2TN
ME~=a 7T TREFS) 28
EL, i [ LRRER L BEROREEL,
I e L R E R ORE]) 2 AR
AL, £z, [BEERLREVAT A O
FEFL LT, BECE TREHEO
HE P [BES o ROBRBEREC
MERBEDE=F Y T VAT AL, T8
BvAxUAv hbvEa—] $2EHLE,
T, KFIERIZZERLLD ERO
TehOFiE & LT, Mg ®E RU TR
BYVRI<wRxVAV ] #RELE,
EfRANzIE, ICHQLO DEFRRE X &
LCREMOBEREERER LR,
DD, REE~v=a T TR, £F
NEHOHBRERLELET, EBRE
pEE LT MHtR) RO (MEmMEREAER
B, REMLLT [IEE) LEHEL.
FOREAEER, &RElERLE,



e, EERBEVAFLOLEEHRT
B 5 HE B ECHEEE Y A RE
TBHE LBz, [RET o AOBEMERE
ECBRSEDE=F Y VI RT A
ELT TBRREORE) 25HT25
BERELE, —F, HEMEORE)
O BAER 2B FIEE X T, CAPARE
FEHE, RUF—FHE, BRAR, RV
BEIHA2 &, BRI TP @
HFIERICRBEINTWBEIEIZDSNT
i, A= a TAZIREEST, 146 GMP
DFIFZICESINVTERETE 2L L
7

Ebic, AEHEEFLVEERT D
IHER TRE-RPA L Ea—F
IFE) & TREVA/=FVAV MEIR

Fl ERE~=2T7AOTuEES LT

HZEL, BEMRFIEIz-oWTiBwRE

ETBIEERLE, .
EIHRSLE > 2T A OB O M
FRBLEZIaERAvy 7, ICH10 ©
L8TEDREICLHS LI, EERME Y
AT AQT o ADRRHREALZES
T 3Ry —NVTHY, HEv==
TVCRTZEBHBEN TS Z & h
b, ZEBREFALDTaeRwy 7 b5
H~=aT7 DR BXEL LTERLE
(B 3), “hickp, FHEFLLED
VAT LAERRTHZETCE I AR
OREXHEICRZY, EERREI AT
AOBRER A A —URAMLTE 2,

(4) BE~RXVAV ML Ea—FEE
mREvRP AV U E 2 —FEER,
ETER, ERMEEEHEIL L G,
EEAH 2 A E~ = 2 TN THRE

K3 EEMBEVATATaERwYS

T 0 5

— BB A |
&
—1 SEOE SEEE |
: r =
" e |[nEgErvEREEER I OEX
* glﬁ mawm| | axem || meea || V00 mE- L
2 11 wamE | BR/ BelE 2% ||%
B BUEE|| "wm ||pemwm|| wssvy 1|z
5 i B | =
fic} ERESEATA ﬁgﬁj B
= FEXY TPT — =
& (St O RORBEER GRS EMO | | | RIVIER B
T =E:-'$'J‘/*’7“/17_-A) i i = ﬁEl
o £ ¥ T — ‘ =8 %
& E
PIS FEEE || RRER || cAPA Btk P o
VAT || AT L || VRT A SHaEEE &
¥

RETAISNLE— | u

SHSATA | HMEE 2 X AT A |

DEE l Ly g ganlle by 1 _j

6




L., REB-RXPA Va2 —DER

PEREREORELECOFIRER LY,

AEBEF VTR ERBEME LT
&l RO MEEERIERERE], BE
Bl LT TTiFHR] ELTWER, &E
TRPA ML E2—ThH, TNIES
WEEBLZY TR, Thbb, i
(RO I GHEEREARR B2ttic
BiIE [BE~FPARKbEa—] I
BEAETHZ L, LHEEREIHOM
BerPAy L a—DBEEETHD
L Ebiz, FofRRELE RV XN
EREREASRICRET I ZELES
LT, ‘

WEwRVA MY nm@%llﬁfli
LEa—DOXHRERHA 7Ty PEE L,
ERRREE b OwES#HOERE RS
7o b7y FEBIZOWT, BARNLRE
HELTrRLE,

o, [BE T o AOB@MERER R
CREBOE=ZV Y] B, RETAVTE
=F YV T VAT AE L [HRERER
BEOER| ORREA Ty bO— L
LCELTEELE, e, TV Ny

Mok R, ORET o AR U
m~DHNERT, QERGAGE VAT A

DHERT, QBELMBOLFIL. @
WiREsy (REL), RUEB I
5, @nu’gﬁﬂ‘&@\nngﬁtﬁwﬂﬁf.
DHBEM. TR L.

AFEEF AT, HERIZERRS
AR BRORSEILOWTH, Lk
BEMEAGECHETEIT) ZEE2MEL
T3, TOid, BERTOME~R
DAV PV Ea—DFERETBER LR
BREMICHRE L, LEBREEIZNE L

Ea—L, BFREZEMTE T 0 AZRK
Tz, £, ZThbOUERTERREIZ
EITEBTROOFRL LT, ME<X
AV U Ea—ToOWELFT, R
DRTFEMAT, REEOWESHER
EL. TNERCRFEOMEBELR
EFHZEBRELL, ThizkD, &
BRERTIESHREOER FESEIC KM
ENT, MBROEBLHRELEHSES
PHERERICOMRNRB I EBHIRFTE
Do

(5) MEVAZ=RV AV MNIETS
FEE
AFIEEIZIZICH BBV AT <R
AvhESISNEELZFERLE, T2
LBV ARV A ODEBE L
T RGREoMERR LER-L, 8F
BRETAIL BEE L, ET
By RZ=32PXAbDEA LT,
(B 2RMmRESE, BRNCEBER
HIZEETAZ L, TREV R =R
AV T ARBITAHA, B, X
EOREIZSZY A7 OBREICHEGL
TWAZ &) BN THEDIRZwRIA
v b oz AORE, FHRECELTS
., RUSEYIRLNVORBERD
L1 BHRELE,
BEEMARAREV R I =RV A 0 NOF
mmowrm ICH Q9 SV A7 =R
AV REH-T, VAITEAAV B,
)z&:/bu—w VAZa2I 2=t
—gay, VAZUVEa—O7akEAn
LA EHKEL, BxnTotXizon
Th ICH Q9 IZHEL 7= NAE & Licis, HA
HELLTRAS Y FOHRLETBHZ LT,



MmEV A7 R VA MEREGIIE
MATETHRWREERTH, BEALYT
WHD &SR IR L,

C—2 VARIZTERRAPI—F
VDRITFTERAY b TutA2RBBIC
EMTBEY—NELT, VAZTERRA
v hi—MNEERRLE,

BME VR PA MO rRAD
T, RLEFLE., BALEN =
ERBDRITERAAL b, ROV A
avir-ALEBILRS, £2TC, B

SGIEBIV ARV R O T ak R
NETTEDLD, VRAITEARARAV B
— M, VAZTEARAA VR
Faryhr—AO7TutRRRRFIRIC
1D — MWDo, K— MeiEgfAT
52T, VAZEREHSELT T8
hREEEEF SR/ L0/ E
R ELTEADY AZBAFEHMBL,
Bizzhbo ) A 7EBFRICEARED
E2BRBIZONVTEBEL, £ [U X
ZERE, RU 1Y) 27 ERECF DM
DFMFEE] CELZ T u kAR YB D
LBRFHLRD,

Ee, MDTHDRRBBY A vV
AV TR R HERTIC b, BHICK
DEAN B KD, BERTO WP BN
K&,
AR - RppRE S, TREEH),
MRBRERE], MHeEEHE), ROt &
FAMUKIBRE) 0 7 >OHFTY —IT
SELE, VRAIZTEAAV P Y—1E
WELE, RVRIZITERAV F—]
TRATIV g, VAZERETS
- hAE L%, BiolEaicaait

MEREMAREE . [REEETHE).

LT MR RECHEEE2528 b
DSER] ELTEADY) RZEFEN
RL, Blooh b 2R 7BFE, 1Y
A IERSE], RO 1Y 2 2 EREOED
HOFMEE] eV T BEEARE L
FERLE, TAbOREIIMARRY
DT, BEHRYRITEARAL FOF
EOHEZEDZ - L ER L, ,
i, AV—bix URHE~0E
LG DML, BEERR
BEPLTHES DRSSP, TOMORES
CHEETIZ e, H—ERFEME
Wh Ry EIERERED, ARIWITZEN
L, VARZTEARAV M EEBTHH
EHNEETA AL L, ZDYURY
TEAAY Fr— FIBGERNRE Y 2
TRRAVAL N RITTBHHIT, VRS
HR Y XA 7 EREOIR, Y A7 ER
D% E2ERTABORIEL LTE
FAT&, BBIVRI2RTAL F~DOR
NRHDERBYFFTE D,

C—3 =4
FETHEH, VAIZTEAA b —F
FERALEEFEZN L ODEAT S,
%h%ﬂ@%%fﬂﬁﬁbt*%&%
M EA~DRETM) 21772

te

(1) TBFHB5E DEH

AR DE=F V) R A v h R
RRELEHER, BE A OFRA L FOT
i, BMEE LD L EREEEEmnL <
WAHZEAHAL, REFICEICRRRE
BE AT 2 R, AV IEBRE
BHEPToZ Y /B C
BHAHAMEERRB SR, Z0L3%k



REGEHTE, AEHELRETIH
BlERT, 2B, ABFITIE, BEILA
RE=F VIR TRE LHMEIND
BATEERISER 52, A ROBRHR
HRELENTH 2 DFIINE LD
B ERBETHROLEEREHERLE
ZEEREL

¥, VAISHORDOY—LE L
THEEERR (74 v¥afi—r) &8
VW, TEREBEEOEM 28EE LT,
E[R % M (#i55%4% Machine, F¥&-FIH
Method. JE#1¥} Material, fEZ#E Man,
BIZE Measurement) ZAKBIL (K 4). B
I ENENZ OV BERNZER L
LT, VARZFTEARAA R —MITEY
U A7 5T Lz,

VA2 HTT)—RUERE, VA2
EHBETAHEOICAVEFEERRN D
FHLEVRZEFEIRITREARA Y

Fi— bz kD ESFBE~EET IR

BRUOFOEBL TSN THIT LT,

AT, TRREERoEn %
b I EL 5L 5ERDRNT,

| HERBOERSOIL (R D, #T ik

DRAEHF &2 BMMRHB) 2. YA
7 DIRERDPLFMNLALD 4 LEFHMEX
., Fhiced a3V A 7EREL LT,
SR & DRBHERE, BEDI Ty 7D
HEIZOWTESRERELETHDL D
LARIRENT, VAV ERERTRD
HROBBIZOVWTH, T=F VIR
Rorvea—SRhifbhi,

Wiz, FiE - FEOEEZEMNGE (F 2)
MEEARICLBFEYR & TE=F)
FOBBEEREDLA TR, HL
CEHARTS) 1, BB 4 &
LXFMEh, ==F VL TOHFERE
BEEZSDWTRETHLEELFRIN

4 Bommgolm GHERRERD

FHH
W e
A : e Fi:_ “w \ L-_E_}‘_ﬁé_i
ra 1 ﬂkﬁ “}l‘—-b TII“JU"}" .
1 i b e f ﬂ‘_____ P —
CE i il — &K b
) L L ZeE: R Ei-R i B
g P ' { pmESYy FM P\ MR | g
A\ ‘ wakn i
PR | g
- ‘ MW & O g
| Remicpd ok —/ S
i"nﬁgﬁ:'z'm'm&m- : m
ELoeS . ii/' > N —
T i AESE | X L R
L _____ }ﬂ _________ -5
G- R




o THNHOYATERRETRODE VE2—-FRbiTbhi,

DHERIZONTYH, E=F DV FZBRO

#F1 BhilsEoln VRIFEAAVFY—F O

i il i Lgﬁg,gggé“‘
- AL Y S A IS
ﬁﬁiﬁiﬁéﬁ?&% ANERORE
. =l . »
§gg§g¥;’;’ Pl 3 SHOLCTE. - BNE= %1 I
T IN LI & SHEANR
- A SR A ISR,
= 2
MME_SI TS
_-— ;‘gfgg;‘i‘f Pri 4 R, B ERURNHSO | LOHEANE
E =l = Lr— AT DR . . z;gﬁﬁ-mﬁwm
i BR-BGRAT T SAME |- SRR MR
o mmm%ggggﬁ_ 1 DR WU R b - AR
S s GS-BEANEAOIER | oXEEE
ROEER. ERER 4 T - E=H U LTERD
N T - XIS RS DR EM L
oy 4 e
: - A AWOENK  RNE=Z Y
HRE |BDOHERH. « A8 3 B ETERRNL EROHE
Ak (Sess -;l% (WEE) OSBRED -E&flﬂmﬂ
' b [}

F2 ERHEEOMNN JRIZIFTERARAVF—F @

‘ SEEMEOFR- ARl |
NEREEDKRE-FHRL « =T
EARRICEEEY: 4 -E=A S HknBEL REOERE
- ik - MR SR [ £
AEL
VR EsuvreRkLTIERL, 1 k
=R RN - MR EERL TR
_9,1. e HSWENL, Thi-k UNE=SY T
E=2Y T ORRERNE HKERENERHE=S SRDEMES
B TLIL T8t D ERET D, B LEx—ORK
Ak =SS RAFHOR LM BLT. FHERET,
£ REEXhcLLy.
S hTOGL.
BRI
WML N 1 I
o [FAETORL BEETH -lﬂ;ﬂ:ﬁﬂ!ﬁ!}; -g;uu;:m;
ik [EORES. NENAENSE 3 a0 EEENEL  MAESU
géhn*#u.uwﬂ"k ERERT. EXOER
RIS SRR
SRTLVELY.

10



REHOERTI, T=& ) /H
FIIERLTEY, BRbLHID, B
EEEIXL AL L LR, TEFBRARIL
B & (=4 ) 7 OBFHELER
ED LR T2, b LIRS i
DNT, RRHEN LAV D 4 L LTCHHE
L, B=# ) SOFRSEBREREZ S
WCRETHERDD Z EBTRINT,

FEAE R OMESESE (R 3) <k Fas
LORLARPRNA VY POBFBILTE
TH3Z b, BEETL~V 1 &L
s, EREOHEFROEROPTH,D
[BR., BE., RIFOHFBI-LEITR H
W, KFSWTHRIZ LAV 20
T RRENL_A04 2 LTEM S R,
WHEEFTOF = v 7 FEPRERFOLE
FEIZOWTRETHEISRE S,

U A7 KREETHROFMAEEE LT,
BECRARIC L ABHBREROF = v 7 ¥F
IEE I E SV = BRI R EET OFERR
BdHiF b,

BB REOLT IV —THE(RD.
B F VT OBEROBPNEL, (77—,
Ty LARVDRRE E VAV
OFAFER R, b L ER#E) &
Wo Tt AFIZOWT, BEENSTHN
LyLd 4 LB S, EEEE LT,
ToF Y SOEFREE, HEWIERE
R DRSO BB L O SLEEATRRE S
N, 20V R EBEDETERORI
FHERDOWTY, B=F VU IERDOLV
Fa—®Rdifbhi,

#3 BRREEEOEN VA2 T7EAAVI—F O

AR HRA DR R ] RARDEDTE
b A ax, |- mme=susy
: -BHAL v~ X |PEBEE=IUC
" I:gggggﬁgik p o [emmemw | BRckzEREE
Joeet S MNDFR 'ﬁ&%ﬁ*ﬁﬁ@ﬁ**“
St LD ERD i e
- [5as ! SUSbDENETEES e~ e
BRI "Ir-LrI-0RE  RREESS
HETR w0 RNEREDFToukE | ADSROZE
fexE ORI AL, 4 | NEERERRARON EMNCRANED
SR TERICLAL L) DEE 4
FRTUTACRER -
AR CLRE (LBl 1 TREORE. SRIMD | oo sroxs
(A

11



#F4 BhiisEolin <VRZ77EAAVF—T @

S ERTUELY

e3P AT
B3 THE. R -HBIASETRIRSIZBLT,
[EOERRAGL i AR ST RESSU
LTI R TIAY DL 4| GESSULTERBUNEES, 1 RREL
RLBTEEL UL RN REBOMLHRERS. B8 |[Ea— F3.
DHIDSHEMG Rl o s e
A/ F+s
TS TEM RS
hTLvi
E=SILT ORE, k. REE
[P GEL £ T Ra X REANEUIHATY. N | EMSTE=S
¥ RRRURARER | 1 ANTMMIOUTHELENGE | S ORI
ho WEEMEREL. BEFICHES (i

THEFREERT S,
CE=SLTRE. S EHEN
B |- sy SHge s dpreriA]

. B Sh B
R I e

. e Y STk

t:f=°°~ R RING REDORRDRSLARIAE (W T
DEML. AEHEORADDE
SDERICIE. £ E/DEEO

HELY).

(2) TEEOHEREETE) OEH WRTOY R ZFEMEITI 2z, REE
REOHBFETE T, HABEARBEBFE GP HA FIA VOB EBIZIR 2R T,
THREORENOFEEEZZANZETO EMHEERREYBACTY R7ER 2L

5 fHaEPRETSREOMRK FEERRD

S e ) [ R )

(REHE - (2R

{ st |

| MO RSN |

(&a]

12



(5, VAITERAV b—+ 2B
W, ME~OEEBESY A 7{EBRE
Z DI T OV THRE LT,

=9, RRERFETOLRERBR IV
BUERO U R 7 BE (F 5) IL 2T
HEAA S D IREE A —F — L WENC RO
R ENTHRWESP, filsh Ty
THEMOEEREINTWREWES. U
A7 EL S, Zh b O
L LTIE, e & Ol RD EZiEY)
RENETHELTBL I EBET b,
EOPRITEMEERFICHBTE LT

witis R ORIEFE, MERRB X
CHF D Y 2 7 BEIZSWTHE (3R 6).
[EFIRICRERD Y, —EORED
B PRETERNEES] R, REED
D OBBBHFTEND L 5 REERER
ER 008 FIEE 2> TVBEEA] T2
T, MU AZ LFHMEi STz, ZOHAFD
UAZEREE LT, BET 5 FIRES,
HEBIUOIRTHHEORBE LBZETDL
hiz, ThAbOREDRIL. EHEER
DORELABOHEES, TREHRE, £
BRBREEMEIC SWTHAREORES

Az L L, THERRT AT L & LT,
*5 HEEPIETAIHNMONE VAZTERAVF—F O
HA2 U b OB 500 AV s |me RMEEROTY R
S H O ) A A R e 7 BREOHE
M| hpmp s oRER T, s |GEEN s |meEmEmamuR
wex BHFERBTET . M A MATELL s HREORE
i HRRRORRIM, RARMEE | o | me EREEHOHIR
W | | (), BaosesE HRBOERE
S . R BALCH s |@me REEER DRYR
Y. ERTES . B DR L prase=pi g
e RN DAoL, Mo a AL iiﬁiﬁiﬁgﬁk‘dﬁt
oY 5LA O S BHEOHER
SN AT PR R A, SRR A R _
L. WOTREE UL LA 2 | Buiimomg | XEERCSSHE
SN AT FoAE T SRR AL, N
g | BABEL, MIBRE OISR 2 |me P N
(il HREOBRASSAFERELES . —h0 RGN
B W7 AR EL. MR LR 1 |RRROVES | L RRCkybE
i : * | Ex
) - EHERI=+ D
B SR TV S S E
BE | Cormmtmml. S0 R 3 |EEARARR | ZMEE

13



#26 HHEEPMETIMBEORE VARITERAVPY—F @

BETIMAT TR hRE RS — T WETEOIC
o | T | T OSHEERL. BREOHRAEL Rl i
e B TR 79~/ T30 EREL TV
s T, L. S
rhay | D MEARE-EET. EEEHL. & RO
SURBA DA /AR LAY, SRR ATFAREDR | gy
L. HRRATTRIZD ]
HRMEREAT VAT DE BV S ITILAASED EhlEE
M | BAOAML, RRTERES BN NEORSE
B REHOEIRCRENT, RBREOTH mxamows | L ORTE
(& ATEY, HENTER00 IkS AR J:Ufﬁél:ﬂiﬁ‘
HM)
ARRID00S,/ OOTOEMAT+5Hz SREBEED | pypes
- 1=%, COTHU MM SIS Wy
B
wE | BETEWEE SRERONI S
ToHYatzh AR YEY DEOS A SEBREND | meeE
#i&h, BARMTTALLS
W | WEHCREAEEL, RARBCTNE BUSDASE | RO ROE
px % RAEMETE | MAEREL
W x| BROERESERAEL. SARMTT BUROASIC | BROBOE
) G WAL

(3) TEUEHEBEIRT A DEH]

WEFBEVAT ATIIERSLEHD S
LEROLMEREVERIRIEEREL. &
ROBERBETCORYBAZES L L,
[EER~DRBIBA] ORHEERE 5M
(18 3E K iR (i Machine, BiEHEk,
Manufacturing method, €38 Man., JR
¥ B Materials B VR B 5 &

14

Measurement), KT [ZDMOER) &
LT, TR - OB I AR L,
T4y aR—rERNTEAETRO M
T 2ERERHLE (K6).

ZZTCR, BRI b REIC T —
A LT, [REHROERBDIBA] X9
B, VRITE2AAV Ny—bERWE
BEHERLE (KD,



K6 SR~ORMEA FHEERRD

m—— Z 0
HRA BEHE [ ChIEHE - EHOBH
(78] | whoraxs N\ T HETE )
1 1 - Fo. 3
R ——————, L (Mo o) —
r——— ERTIE = BN |
Bl i ¢ i ISy IR N
S o | (RIS ENE) ( ]
{aEAw | | ERIR Immm s &
e L, 7 ERTE | ]
b S ORI ) S — D mmccare | roo——
| BNTH : R it =
AEERW RBI=E5EE) | KT ane 3
eN  AE Saw wmro N
s TF ™,
[wsir ) s ?-%’? \ %
T R P 47 9 BR '
s -3{ TR S wE __‘E__;!_i::!i_?i___j____\ L2k I A
| ENTE } wins | (2w -/ -
e S 307 Sy 33 T TmE |
W En MBER [ wa 2 L 4 o :
ZaIE | s BLILER |
L i 2xm oy L
i/ '\* e { st |
b 3 T A T, J————
x muwe o L BHE ) ECZES
METWN

#T1 ER~ORBEAN

YR TFTEAAV FI—F>

AR TR

3 ke RASLA O MR R OPY
. AIDBANETRCORE | BARSONBAROES
03
BREAOARAR Lk
4 SUAMEROAPIDIMAHEE | BMES DSBS KO
| RN OIMRIIOMNE | RENEOMME KON
L AL 3 REMOSAPITTAD T Trr o]
miim | DEER | sxmnowm x=
HUEROWERE(EEM
35 2 anRo SEHEORR
+ IEMOXERE NELE. #ISERNE0
(RAUAOHRRAONE) | BENAOH NG ROES
EA RO EME (D PrTTEpETe—r—
v 3 R B A woarst case)EM R . bl N
4 Ui BT Bk RASHOR
R¥ AP DRERISED BRNATORLLRME
85RO AL TR 4 [ DREIONEREON | et wureo AR/
A0, TEIEOETH) &

15



SEOFFATIRMESE~OREEL LT,
MBS DA BRE ], (23255, ]
EHROWwE] RO TR L REDOR
e & ARGMEEOE] HHH L, 8
ERECRBOMMERFEELR, EXE
EFERELLE, TOBR, BRdGONN
BERENRLEERY RS LEM S,
DY R ZEEE E LT TRFES a0
FREFAOMTE) BBTF ok, oY
A7 BBEOFHEOFEMSE EICIE, &
el B O BESE O BETF bk,
PEoXdic, KVRAIZTERAV b
= EERTAILT, REMmkEoR
WRADRLGNECEEEELDZERIT
DONT, EOBEEE, U RAJERE, ¥
HEC &, FERPBEESE, ik
ROEERIEMERARIZ T LN TE R,

(4) TEEHFAZEMA DEHF

BWH AR ME ERET DI,
BT AR O FFERiE 2 B L e RUEE
BECHEEHENBMKETHBN, 2T
it TREHER) OFBIZOWTI RS T
TAA U~ FEFERALREY A Z5EM
BUOEDERKEDOEFEZRT,

1. BRUEERE L AV TREHERR
B33 ) A7BEREPHBL (K7, 8), V
AT TERARA Y br— M TY 27 5EH
EHE L,

M7 BAERRAOME <KHEEEE O

[ ot |

16



K8 WEFAEERMAORE FHEEEEK O

\‘ \‘ \‘
\ b b R
\\‘ \‘\ \.\‘ 75
A ax Ay / %
,, P SN N, EIRERMEEA =
; i RE_; 7 7 DR B
’ 1 S |’
: e L
EOR hi MEW BRI
LTS ) 7 7 ﬂyﬁﬁ,fjg———
ot NE ( BR¥-mI
™ ‘ “< (Lol - 198
% GACPsr .% % H
T T ~ NN\ LR
LERMN F 7 7
WENE  HBE TR
B R R Tt Corttoe Frastice

£9, NERE~OREE N LN
WERE L TRBAEEDFHRIZOWT,
RBRFH N0 4 & LTEEL (& 8),
FREEOEHEE D GACP (Good
Agricultural and Collection Practice)
BEFEOFROWHFNET b,
DY AZEREE LT, AzdREDRE
ARG EHERT D LR EOEORE

-
—

ST HRE OEROERET O =
L. HEIEE A GACP FBSFLTWA D L%
Tz e, BUWMTITRREZAFLT
ERRBREITOZERENRETLN, Z
nonY A7 ERFITERANRRE, E
HMAERSE THEDEEFEMT & &
Lz,

%8 BHEEERMBORE JRITERAAVF—F DO

(REDBEAES, BHOE [HRSIHER
RO ERE DGACPH 2 (£, AERGE KEL), DERITOLT.
AR (B -, R T ERIREE S5,
% |mEskooRAITRE, LMK BE |, [REECAPERTLILG
G W pRrastomek CopEre e
o # d‘-‘ ] (1] { 3 '\m ~
% =, R RFEATLT AN a5,
MBFEDERI=OIT, B [rxgsrEs.
= e
A R A= £ oM,
ERBRONSE. B0 RERNSITE ,  HEeEALOWEEN.  BBEROBRLE
HSuk  (BERERD S, . B/ =T O MR (RO,

17



ROV RAZERE LT, REEROE
B MAEENCER SN THRNIES,
BREORBICTES TH-ThHEEE
ENAFHREENREBEATEY, REITKE
REBTRETHEENRHZZ LND,
BmNLULD 5 L LTI S, A
EBEEAOREOLBESEBTIL ST
(£9). ZOVAJEREE LT, £F
DEFRGE L RN 2T T 2 ERETH
BESLZRETIILBETF N, BF
FIOFIAOERFD. M)l EREH

BEEOTROEDOBEEI I 2T 45

DOBBERSLELEX L,

C—4 GMP/GDP ERESHB~DEMN

o R OBRINERKGST (EMA) THfE
S 7% 85 B GMP/GDP BEE S (85th
Meeting of GMP/GDP Inspectors Working
Group) {237 P — "—BM Lz, EU L
NTD GMP BREDHM DRATIZONWTO
WE, . TOMEROEETREL
2 BEHFOBRFENFE T ONTIHRINEL
7.

#9 EFEEMAORE VRITFTERAVIY—F @

e
DA S SR AR T
5k EEEREEERET S,
:ﬁmﬁ§g§ﬁ§§m¢aE§w£ﬁﬁ&mﬁﬁn
! BOFERERTT S, DR,
e (O S DR =
TR mashocws 5 | HRBOME,
ahTLVELY,
: EEEHETERRD AL RORE,
& HEHXSLDENR. [BTAROBRE.
£y SRR RIAE D g
?:) ROEE 000 |
AR RSy AR R EERCHRE~ORE LR CRELR
" ey 3 B ELORRD, S, :
g AR AL TS, SRR ONIELL, MR,
BRI LSRR,
p  ERESOME MTHZOTMETKISTS,  [NESHIENERG
i (5, Rk, B, NEHOEH AN GKOE (200
1. FEOXRETONMETDHS S P
DR EICERES et B, gg‘a&&. FEBREE
TN M TRBORE TRSHERET BLI o o
(105 E DD DY, i

18



D. &%

ARFFE G, R 26 4EEF X b EIKA
BYATAROEOFEBMOERDOHD
HERBERTHAIRBEI RIR VA
FOFERAEERNORERNICEATED &
5t LERETHZLEZRANLE L,
[EREDBREY AT LOEW D AR
VCERE Y A7 w2 VA FOBRAREREIT
a7 r—t) #MFEEERL,
F ORI D 12%OENERT ClaRE
PAZ=RVAV PEEBLTELT,
30% MELERTAS ICH Q10 W RT L5742k
BEEMEDaI 2=y —Yar2al
EXELNEVATLAZEALTHRNE
EBRHBENE RS T,

FIC, REERERRORKERE L

LT, ThboRE, BEARRETS

oDV —NTHB FEEFNV] Z{E
RLk, MBBEET N Pilgﬁnnnnﬁ/ﬂ
F Ak, BLUERTOBREFD GMP X AT AT
WALST VLS, BEMREORELE
LLTC, B/BOFIEELZERTHI L
kv, WEEEEEBLE ([BEXRLAEY
AT AOEYDALZRAEPREY A7 =
R Ay bOERARRICETLIT -
b OFEFRERPOA LN E 2o T RE
EFRBETAEVWIFHMOAEEERTE
o Ehh, HLOMUEHFTORAL—X
RECALBEFTED, 7z, REHI R
Ue kTR b OEARDVTIE, G
wEICL A=) el E
ORECELVFRH LERBERZ Y X 75
ML, WEOHRKR, UBELROFHMETE
FRBRLETEAAY M— F2RMETH
T, SEFTORED GIP EHoRic
AL—RICHBY) ARV AV FER

19

DADHBLHW L, #HESTIR, Zh
By —AndBimz., FHERAWEY
—NOFBFEETRTZEICED, BY
L L, [EEETN) 2ENIC2HTE
MY B LEBRTER,

G2,

E. &

Trr— rOFERE D LIZ. BER
R E AT LAOBAD T OERRR
FIEEE: LTHREv=2T7 NV, RE=>
PA PV E—FIEE REHIRI=
ZVAV NEIEELE WS EXNFIEE
ERL, MEVARIZTRVAVOER
FRESEZLDOY—NVELTYRY
FTEAAY b —MeRAEBELE, ZhE
Ly, BEYAZ<XVRY PRUEER
i E AT AOEAIBE L THDHR
EHROMBEERERT S FRETNV) &
AT EWTEE, T, #Hadh
OREEZFL L)V AITEAAL MY
— M 2ER L BLERT O EROREE) L
BXEFERLEE AT AORBEMES
RTEFCLY, RRFA TS IVE
B U ERE~ O A 2R TEH 2R
AL,

F. BEAEESR
2L

G. WEER

1. %36E EZELGWP- -GMPHFESIE
WE BB 2T MDY BARRER
VEEY A7 w32V A hOERRK
Tl T 57 v r— PN AR IR
P ESERET NV



H. MAREEO MR - B&RR (TR

x
L.

&)

e
2L

- RRRRR&
2L

Z DAt

2L

BT

1.

2,
3.

FIEE

O RE===TNV

@ REVYRI<RVAMFERE

® RE<XUAY L Ea—FEE
VRITEAAV F—}
%36 E [EIEH GQP-GMP BFFRE TE
EHMHE AT HAOR Y HERRIME
CREV A7 2RV A FOERAR
RICET 37— FETITHETR
RIZESSERET V) FHEER
85th Meeting of GMP/GDP Inspectors
Working Group ZINEE

20



