EETERE 0330004 &
FAEEERRIEEE 0330012 &
¥r1943H30H

EHETREEEER (F) & B

 EANBAEERARREECTERE L

PLPdaS

A S A B BRI - R R S

ERASSER OB S S O BE T OA TR - ﬁﬂﬂ (ZHRD FiE CDJﬂJEﬂﬁ =) \'C

ERSERCEA R AERROABFE—NLEARAER QM S HA KR
EHRBOTER NSOV TIL, FR 1743 A 30 B RAEERE 0330006 & - EEEEERR
FE5 0330005 5 [GMPEAHEFERFOBRBNICONT] FICLVBMEN TS
LIBTHEN, SR, TOEFOLEEXILEM GUF MMEEFROLE - &M &
VW3, D5 H, —EDEEDHDICOVWTREREE L TEEL T 57, TR 20 4
3AKECOHBICBo-HEBL LT, TROLBYVEBMVFEI L L LT,
L oW, AREEROCQM S BAEAEDMIERERICHT, FROFE LD
BEOL. QMSEAREEEREICOWT BV EE R BENT 5, £, &
EROBIREHICH L CAMMEEES & & bic, BYREEET, FERER
Ebhiz BEWT 3, |

Tl AWBHDE LA MITEHIEABRS EREERAEEES ARG
EALLE. AAERMRELESLLE. BB ABRREERRLSLRE, £A
KEFTABFERES - 1 VDAEEAZEEE, WU OX A BAEREEEES
ZEE. BN URABLBEREES éa&&@ﬁgﬁﬂﬁmﬁﬁﬁmﬁAﬁiﬁ
EHTEMNTHILLELTNS,

H

1. HE
BEARO E%%%%%&zﬁﬁ%%%&)ﬁ EELOBEFTOERE - BIMOT=H D—EEF A
’a?‘& FEOQMSEAMHRERFBIRDIFREX I OWT, BERFUAOEARERICE

BERRWESNTHEFTOEFE - BIE O Z IS EE S B RSEREOREFEOERED

B R

1

&)
9!‘4-—5‘

U




HTHDHHFEITONTIE, LTICRTHREDOT T, BENLEBUERREE23 »A &
féLﬁﬁiﬁ%(uTF%L%TEﬂE%EJ&wQ)% T3,

L, ZOREHERNEEEL, $m2m$3ﬂkifwﬁﬁ 31T B HERIC
ﬁé#%tfé

2. BEREERHEEEDEANE
PR O E BRI EABH EERRICOWT, TOEEFTOEE - BI04 %
T899 LT HBAIMEFROLEE - BMROEEFEORBAEEDLEITR D &
'-#5%@@&01\&@3.u%#gﬁ%ﬁt#%@mmézeeﬁéotﬁb\u
TOON»LOILBIT 2B ER bD LT 3, , N
@ %E%&ﬁ(ﬁ%ﬁ%ﬁ¢@%@ BB 3, %%& A% 80 K 2IEE T B
=OREZELLLD,)
) mﬁégﬁm(wﬁﬁwﬁgﬁ&mﬁén‘
@ EiETHRE HIRSAERRSE ‘
@ EEEHITOESLE2EE T BADHECESEEALBREDIEET S
%z &MEX iungﬁtf_ﬂi u-q%/%U@E = %Ej_é Eﬁ%ﬁ
77%%@@%@%%
) HEREAE SR
® AEFEZTHT x_nE%ZLJ: 5 & AR, BIEE DA IS EREEED
BE (MUTF MBE) LWn3,) (REHE L LTSS UIRELBE Lt%@
EHRENDIHEEEL,) ZRELTHWRVWES

3. BUERTIVEERICKHEREIE, FEZIZONT
(1) & ,

O ETELL D LT NAREEROER - BMOLIBSEFOLE - BMET
FRIHE S EFEOEB R ERORIIBDI LD THB Z L,

@ FFAUIBERSZHEL. QMSHREEEZ LI, —DHE RV, LER
TR E RN L E TS EAR %&UQMS@A&ﬁ§$ 5% —EEE
ABBFEOZNESRELELHITIT, TOMOGBITONTIE, —HEE
ARBERICEREREREEITI bOLT5, 28, BELORERMBE 2
FELIIZ R — OFF A ITRBED K4 TH—HE%%K;DQms@%&%E
B2, TOBAMEPER SN TV BEAI ”=@ﬁﬁmﬁ5QM3ﬁA
WREEEZTAZLEELARN, Z0OBE, ~%wﬁﬂ%$mE@W%ﬁ
@Eﬁ%f%&#vﬁﬁéﬂkLfﬁééﬁﬁﬁ%Lﬂgwﬁb%Fﬁfé;-
L, |

@ EEHZEBLELIRIL, —%TE%W HRUQM S EAMETE R ONT
I DB LERRTER O TR TR A SN AP REE LT3y A T



B, 2B, ABRUHEERBIEREN 2L, SEROLHOALDERICH>T |
iE, WEHROREEAEPERESNLIGEOAMEES, BAROEREOSGE
ZOREEH T BBRE) OBEBENLERER OGS, %@W%kﬁﬁf)%
WEEBRHETS O LT 5,

@ MATBIEANEE L EEERAAEE CIT TRAHE L1v)5,) IKBT5
FEER QM S HEEZICEIT 2 QM S EAETEIL, #hEh, 2. 5 7 A,
27 B ERE LTHREBRAEZITI DD ET 5, 0L, BEERHRMERC
REER D > THEITIEZDORY) TidZew, £, Hi#Z %a*ﬂﬁﬁ;ﬁf"ﬁkfi\ R
AHE. QM SHAEHEES,H LOREICHT 5 ES/ER, BREBEICHT A%
EFCETAERITIEDR,

® —HEBARBHERVTQMS HAHEFRERE @W%ﬁ’ﬁﬁﬁwﬁ3ﬂ3oa
fEEmic X A BLERTER - B0 b:ﬁ%‘ﬁ‘é &

©® WEFEEREEE BT 35— BEEARHBER QM S HAERERHEIC
- BERETMTERHZ OV T %ﬁl@kk@f%é

()%ﬁ%wiLﬁ#ﬁﬁwﬁéﬁ5§L%®%QT&OT %u oo BERE
EHEOHFICESSHAER BBUETT DA M AFER S SR Th

FAiZWM7$3HmE£ﬁ¥§%%mwm®7%ﬁ%%%%mwms

BFEAOBRBFWICEIAZEHTELLDTHDZ &,

® BEREORIEFTNALE - B « RE DL EIT 5 BIEEDOHF XS YDBE . EX

| BBRITHo TIITR 1742 A 16 BEAKIES 0216001 SEL. AABERE
%mk&ofiiﬁﬁﬂﬁ%ﬁlGE%ﬁ%ﬁﬁﬂ@%ﬁxﬂ Lo, B
EE&&#% EMMTE B,

(2) —ﬁB’TEﬂquﬁ %‘*”é

QO—HERAGERFICETIEE T, BEFTOERE - BN 5 FEE 0 E )
ThHZ k&oé FZREFOQMS HAMREDOKRICEEROBEN 22
LEERT DL,

QHFEHIL, —HEFEAR BWT, BEFTOEE - BMLSMIAREDRT
#HEH (%Ljﬂ?:—%a@) @W?iéﬁrbm\ & BIERTLISN OREEHFIEIC
EERHZRFEL, FA MEFERREEEDOHRE LRNBDTHD I L,

@——ﬁrsv‘rﬁ EﬁuﬁEODE}:’ (CBUEFT D) LABETHIL, (7o, —BE
FAR A, PR 1743 A 31 BEEHFEERE 0331023 5 (7%
7»74x&$ ELEDOBRFNVEIZHOWNT] (BIER) 7v%/7w74z&#£
GEHES510 (13) BEE20bIKEETHEEEEM [ LRSI 0ESIC
ESK b)) #ERL, EEEEESMIC 1054) 2RETHZ &,

@%ﬁfx%_ﬁ&awﬁﬁz%é%/\ X, REEEIC ;5~iB7TE7?<n NN
EMEERHIC L) AREORHEEOEERITH =



%)

o

O EHEIEI, %EF%L%@%E#F%ﬁ?(iLﬁwEﬂ@%EJ&ﬁﬁ?'
ek »

(S)QMSﬁAﬁﬁE;OWT

D QM S HEAMRETIE, ikﬁwfzﬁwﬁﬁowﬂﬁmmiimwiﬁﬁ
RO EEHOLECET 584 (T 16 EEAESBESE 169 5) ~0HF
AT OWTHHMET 5 Z &,

@ BIEFTOEE - BINCEEVEE FEICEBMREE LML) B, B “3. QM
SHAMTERERIC, EMETEHELZRTERNL LT, QMSHEEED
TRHETSZ &, QMSHEEE L, AREORRITINZ, YHEEHEORE
CESE, QMSHEEEITHILD LTS,

® QMSEAHRERHEOAREIC (HERD) L4EETHIL,

(4) ZOMBEERSE
O EFRHEESER RS 2E R IERROERRE B IOV T, T TR #iE~—
HERABREELZITI Z &,
@ LREOBEBFED O O—HEEAR &UQMS@Aéﬁ§$ iiﬁ
, 19330 BLVZTNTHLDLET D, S
@ BEFEOBMAERE S b SHAIE. —HEEABIUEHRIC, QMS LR
%u%ﬁbt%ﬁfﬁﬁmf®W@%%of L L bSO HEE 30 AL
PICEHEEBH T 2 & YHBNE B B AL, EEERR L2 5
e,

4. Foft
(1) HEER CBRICHBTORGORE _
B BLERTOER - BOH DT DIC—HMERARBBP BN OERGETH-> T, L&
EREDOEEDGETH S bDILONTIEL, UTFOFIEICES X 45 KR EDZE LR
ZERTH LT, BEFEEREFEEOHRLTHI LN TE S,
O HREER. SEFEBONAPREMEEREFEOEHOBTHTHY | &
BERRMEEEORERTE B2 &L 2RO L, REEELFET 5 5FED
HRUIT XY FAX TREMEROQMSHREREE H TEREITY (ER 19 £ 5
HA1B%ET),
® HFEEIL, FAX #E%. SH 15 BETIic, BHEE #L@z&@bgkﬁ
FEEtoBMREE. QMSHEERFEZEET I, ‘

® LEORUV@P5A 15 BETIZRET LEEFIC WL ET LIEEDD
BELT3 7 A BROFHLBLHMCROZEI bOLTBH, L. HEE
RO EBHIREER Do BRI ZORY Tk, £k, BRITHT



@ﬁ EREEICR T AR BECET AR S SEE LI RIS
. EOWOBBIES. (FT LB LT B, |
(2)%@@
BIEFTOEE - ﬁm*@bﬁf*@%E ﬁm_#9% EFIEDEW IR LL
%@WE%ﬁéﬁA ZiE, BEORBFEREXICLDI L,



A1

1. —HERARHEFICRMT &N
(1) FIEHER | | - |
(2) FEIDBRHEREFICEESRRREVNE L SRz EIZOVWTIE, SEOBREI LY
ABBICH ISR L LS L LTS RERT WUT, THRER &), °f
BEENBHOREMRICET AR E WUEHRELEY SEEEEDEEN T T,
ARELTBVTHRES WO R EREEMTET—F2HERTH L. RO 4
BENCREEDT=F ) V7 2E B L TN ZEICETA2FEERESEATY
BT L)

(3) 3. (1) OOF/mEIZLDIHEIL., QMS BEEFTHEBMENE L,

2. QMS BAMRERBICHATEEE |
TRk 17 4£3 A 30 HEAERISE 0330001 BEANBEEERARLREREE .
FREC R R B TR R R ORI % OVEE I 308 A B R D — B8 % RIE S B ¥k
BOMITICHED EEL, BRERSOMEEERCHEEE (GMP/QMS) 1248
BEHROEROEEROHEICOVWT) (BT, [GMP @41 £\\35,) 01
HEEIN (1) T~ZEBbDE L, BB TREOLBY THhBI L,
fpds, HEHEIX. QMS BAMREHRBOMC, HERICRMNTILRERD S
BEHCOWT, QMS FAEHECHERT 5 Z &, |

(1) QMS REHEEPHENFRDECTDH HHE
O YUKEASMFEEOHRFEOEM»LEE 2 ERICERESNZQMS #HE (o
B EFEEESENER LEREL ST, IR EA T/ ERME T
AEREEOCTL .
@ LB OMERFARERV—HEEARAFEDTL
® GMP BHOFEIEFE3D9 (1) =0 20O, EEMEREEEPLE
&3 BHERH _
7 B HIEOBSRERE RITR D LT ABAIIE. BMEFEEHE
4 1. (2) CRETIAHEBEDEL
v ZOfh, QMS BEEESLELT5EE |
(2) QMS FEEEIRAEETH 5L FELETMINEICH 5 EFOEE)
@ HFZQMS BEAMREOHFEOHNGHEE 2 EHICERSNZQMSTHE
IR DA MRS R R NE X IFEREENE L |
@ HESEFICEITFAEICH > THEMOUZDORHEEIT> TWBESICEIT
BESEFTICOWTIE, YEMO UK ICE S HFEEDEHENIZIQMS H
EHEBEOTLE, KOZA LS OESICHET 3 MEPNCOV Tk, YHE



Z0URIZ LD EEMEERAES
® HELEORBHREARER —HBLEEAR $E ENDEL
@ mWP@ﬂ®%1$%3@9(1)l®r%®m\ﬁééﬁﬁﬁ%ﬁ%£
LT BERH :
7. BUECIB 5k -
A. BEFEOEBREELZITE Y L7588, BRERREHRE
v, 1. (2) CRETIHERENEL -
. ZOM., QMS FAEEEHPNLEL T HER

3. Foith

(1) AREFEEREEEOBNO4. (1) KBNT, BHSCHEICHEEROR,
H OB AR STV B8, WEL;?&T%W@ﬁiLmTEﬂﬁﬁéwﬁ
S THHLODOBEFOHRBFEORHE R ORMEHEN Y ZTBMCHET S &
BYCRVBDTH-Th., YUFBHMN 4. (1) WWRTEESFI> 2 LIk

p@%ﬁ%%ﬂ%%é@%%bainé%@fﬁézao

(2) QMSEAHRERFICRMATLAE BT, BEEENRHT I THEL
KRBT &,



B

1 BSEFTICEIY 5Bk
OREFOME GUEER 1 (ERES) ISR 2 (GASHAEER))
OWEFOFER BHNEER, ELEOER. ALWOBE, Thilsn

HERORBREREOREEB XL TO—ER, BEEREROSEAIX, ﬁ%

: BEOXMSRIL., EREEDORRZTTA) .

2 QMSIZET &R
@QMSﬁﬁﬁﬂ(%‘%m¥%®GQPﬂ%&®%%%abd
OREETEER VAT AEEE (RE~=aT7 V) OfE
@YZEERTO QM S XEFRRN EGFEEEITOVWTIE, FaRITE3A30H

EAERRRE0330001 5 0F 4 EHE 3BEMEHO 6. (11) TERIATNS
NEICOWTRELEXE ((ETHERFS) OFEEZ ST —EREZHM)

3 mBKEY IR | |

OGO E (BITEETH)

ORETEOEE @ETRYr—) ROEETROEHEEH

@A&RBHE (BB

©@ AEELEFTICRNTIE) BASOEICEH L TWAEE, FOBHEE
& R UOHREA — R , _

OHETRRIZ kﬁéAJT—va/ BT AREEOHME




BIE S SE 1

Rk & A HBME

BUAERA B

® (R 5 - HERT (B AR

FHO(RE) ORH

T GRE) OHIR

B A BUSEE A REREEE )

EEBHTE ORBAL . K4

T T R BEM (T &) ERROBA T

HiEdm B ORR GIEBEFTOEEIE. BART & E ORR)
| 7FR1 77 A1 75 21 75 AV &

Eﬂ

|mmms AR

TEAEL ONENETOBAE. BARTRREL)

RHASA R OBHAE (ERORETFOSHE 05 EH)

BB Y o AEER o
B AR o RRRAREE t

BRNEG]I SOREREZICL2BEZ0FE (DIXZ0MEMLE, K




AERBRERBOREOAE (HRIZAT, Tk, RRREHER)




BREAR R 2

T £ A RRE

BT 475
HW GRE) BE U (GRE) A B

A (RE) RS

2 (35) OHIR

A A BUEBIE_ A, RBBEBE_ A

E&%@%%\&é

BT PR &4 | BAH (T £) FEBTROBAIEMTH
| B — A= |
BEREORR GFEREFROBAIE. BARTREEORR)
il . JEHHE
HBUYE S K '_ - |

FEMLAL G EREFROHEIE. BAmITHERS)

U L FERGE

BB R A R OIS (EAOBAST OB A 02 5H)

s - FERUEE
BUSFTECHER o BEER _ ork
BGER R EAR - nf  FRERREMER ot

BRI SO LA EEDHE (bhultoxmE. )




SERBRERMORAOHE (biudssh, P, RBRETER)




