' OB OE G
FRL1 94 1A816H

3

FOARAE

(] «
4, e
5 74 7
S
”“‘w‘mj;y”

EEERREEEER () FEEZER #F

g_llél

EESBHEEEEGRFER B

EAFHEERERREREY - RENRR

IR TR A O PRSI~ & ERHE I S C

I 975 [ 3.5 O BUEFF O 28 B ULIBINCAR B T O RE(LIZ OV T, FRkl1 841 2
A 2 5 BfHEARERE 1225002 & - BAEFRE 1225007 BEAFSBHE EERMRF
E%ﬂﬁﬁ&wﬁﬁﬁﬁ-%%ﬁ%ﬁﬁﬁ%ﬁﬂfEﬁ%E%&@@%ﬁ@%%X@ﬁm'
VA% B FfE X ORFALICOWT) (T, TUEFARIEEE R &\ D) IT&VRL
L m AT, YELEAICE S EREARFEREIT D DO —HEE AR RER O GMP #
AMETEBREICRTTREERECOVWTIE, TROEBVRVEI & LW LETD
T, EETEREZCH LBSHELZRS & L bic, EOREEZzBROLET,

"L

1. —EHEEABREE IR E&R

(1) #FEdBE

(2) ABBICH DML E S & LTWBBERT (UUTF, BREER) L ),.) THRIE
ShEBE (FEOHAICE. R oRERCET sMkE GUEhris /kis
HEHPOFLOT T, ARBELRBVTRAESNIREREENT BT — 5 2WRBTD
T RO ARENICEEEDE=F Y I EERL TN ZEICETIEENS
ENTNDHI L)

(3) TpE 174 3 A 30 BT EAEAIE 0330006 5 - RIS 0330005 SEE
SIS E I R EE SRR R Y - IR SRR [GMP A& VT
ERBOIIF TSV T OREICESE | FIUSETHTRS GMP M AMERLE 2 RE L
L& S LT a5EAI0E. SREBAICHE SN o LBE



2. GMP HAMEFERFICIRMAT & ER

PR 17 48 3 A 30 BT ERA BRI 0330001 BEA FHEERE LREREE - K
SRR A [IEE R R UL R UM &> A BRI D— 8 2 WIE Y B IER O
IS EEE, ERRSSoMEEHARUCAEEE (GMP/QMS) IR B2ABARRUE
FROEIEROSKEEICOWT) (BLF. TGMP @& £\ ),) OB 1EHE3D9 (1) 7
~TiZEBLOE L, BEEIZIITROEBY THDL I L,

Feds. BIZEEIT. GMP EAMREAERBONIC, BREICRMAT 2 RENH D EEHCD
WT., GMP FREHEEICHERT DI &,

(1) GMP REHEENHERENETHIEE
DU A METEEOREED B2 5B 2 FRICER Shiz GMP FE (hoEG HEREE
B NEN L RERST,) KRS EA AT EREAE N IREREEOEL
@z B OEEREARER O—BEEARFHEOEL
GGMP BEDE 1 EE 309 (1) =0 [Z0f, HAEREESENLEL T5RE
7 R FEOBRMATERITE Y L THRAIIT., BMERBHE
4 1. (2) KHETIERENCEL
v o, GMP REEESNSBE LT HER

(2) GMP FHEHEE MISATEIE AN ER L EFESRRAMETH o HE (HRERTIINE
= HWIEFHTOHE)

D3 GMP EAHIAE OB A 5> bil%k 2 FRICER S iz GMP REICR D E EE
FEFRBAEIREREEDOEL

O E RS R B R/EIC H - THE MRA ZHifE L Q0 2 ESICRIT 2 REPTICOWNT
13343% MRA ORSICES < AFEEOEAMREX L GMP REREEDE LE,
MOU 2 D25 2 4T - TV B BB 1T B BERTIC W T B MOUSICESBF
ES OIERE X T GMP EREEOT L%, RUT N bUSOESIBI 5 BHERTIC
ST WHO SEBE, T0ES0Y[BIC L 2 A MRS

@& B OERTEARER AL EABRFEEOEL

@GMP BHOE1EEID9 (1) =0 [Z0fh, WEIEREREEFSLEL T DR
7. RRICIBIT B EE
1. BEFEOBRMALEEEZTE Y L THHEAIE, BMEEBHE
. 1. (2) KWHRETHHEEDCEL
. oM., GMP REHEENMLE LT HER

3. Fofth

(1) SSSFREFREEEBEE T, AABHAEEMINRE2DENT &,

(2) BIEFRFEELEEDEAO 4. (1) BV T, REATRICHFETOME ORBE
WASRENTNAR, ZELED & TANANNENEEREEEDTRTH HHE
RO EEORRR OV ERSES UEEMICAET DL B TRVHOTH
ST h. WEGEHO 4. (1) IORTEEET O 2 LI X 0 MIEPTE T RUEFE OX



ZRIZEEIND LD THDH L,

(3) EE2. (1) ORWV (2) @ik, FEFT TEE SN D b DI RIESBEKRE
(LA, TMFJ &5, ) IKBEHLTOAHRELEDOE AT, MF BEGE. MF B8
HESE N MF AR RFEHFEEZTo TV ABARITZTOHRBEOELIGENDS HDT
HHE, £, TOBHE, MFORESE, BEPRFBET VUIRELEENEEAIGCMP
REEEICIRET A2 b,

(4) GMPHEAMEFRERFICRMA TGN, MEEEPRET L L THELIAR
Wk, _



BIHK

. WEFTOWEICET AEE ¢!

. BEFTORER  *2

. BIERFToOERFEORE *°

. GMP @#E. SERIEEEICET R *

. GMP XEHZE *5

. BIETRICET R *°

(1) s BIciR 28 TRO 7 o — MR OEEF B0 BT o8 *7
(2) M EIES TRNRRREER RO TEEREICET 28R *8
(3) W% B4R 5 PRSI N SR O R ORI B3 2 4t
(4) EEOZARBAEROHIKICET &R

7. FREAY F— a3 v 0D b EAERKE TOMBRTICETER *°

8. BWEFTHSOHEFICET 2 FIECET 2EH

9. BIMEBFIER OEEICETHER *10

10. ZEEAEFIEROERICETLEH *0

11. AW sEEE A~ ORI BT A ER *12

12. @% 5 EROBRHYUE GWEBFEET) ICX 5 GMP EEORE., RUEDEFOE
WEHEIE, USRI B 5 R

S ok W

()

k1 BURKERNE WD Z &,

% 2 BSFTOSTHIREEN DD b O K OBRERFT2E DR RECENDOND bOEERET D
z&,

%3 FWEMRLABAMBICOVWTLERFENEREINREZAETDHI L, 0B,
%4 5 AR EERCEHYATESEERRICOVWTHEDD T &

A - EHEOR BB, ERNOBEETEORS, ERMEEDRREZ DY T
HrHo Ll L, MRAOEEFEORXSICOVTIL, ERHDOREORANZONTHE
WD L.

%4 BAZOLHNOWMEROCKLRITET 5 L, WEFTSOMBERIERF 2 E S
THHAT. Z@%@ﬂbﬁéio=£ﬁ?é o

* 5 GMP CEGRT ATER DL RERICTEEIN TV D01 P LN X ) ICE
LN %%T&ﬁb\r@%ﬁ%l%)xh%fﬁ%bt%@%%ﬁﬁé:ko

* 6 é&% AR D EMEE VI FIEEDOE LOZRERSEL ST I &,

¥ 7 BT, BAEOTEMRDSONTVD LD, ZNHIC OV THRIETHI L,

k8 AR BHBIBORSEHATLTOI &,

%9 EAEHETOMRICETATREEETOE, EEERBEOHERS 3Ry M
He AR B A ST B BRVEAIE, a v Ly RN T s VOERFEEER
AR COMRTEIL OV TO»2EREED D T &,

%10 EEICETAEE L, BESREETHEFEOINDIBE 2 FLURNITIT o TORIE



T ARRA RN T A D L,
*11 EFICETAEE LT, BELEEETHFEO AN LBE 2 EUNIIT LR
BICET SRR T L,

%12 AYEEFEREEOR 2D FEER RV

AIiE, TOEERWT DI &,

X OAREBERK2. (2) QItESEF, MRA/MOU 2 EIC X 5 GMP #E&MIEAESIR
HTEBBEEIL. EROBEEDI B, 2~5, 6 (3), 6 (4), 8~10 K12 {2\
TR EZE LR,

¥ PICSIZRENTWAHERIE ST A b~ RF—T 7 AV (BEEIXHARBRZ RIS

Bl BEEE LTIRMATEZHEICIE, LROBER DS b, z~56(3)6(m

8~10 FN 12 I oW THBRMNZE L2V,



BIHARC

EOE R O® & B M E GERER

TRl 4 HEAE
BERT4A
DEES MEREES B
FE D HIRR
TEEBH A(W%ﬁ%%___A\ﬁﬁﬁE%%___A)

(N 3EH B N A __N)
BLEFTOEEE OBA . K4
HEMSELCVWAHED I bEARNRE L TV o B K

B |BE Lo T - 2 om| B

CA=X8))

i B 3

AARICEEH L TWAERGB4L

BE 5 EMOBRGILE GEBREED) XD GMP EROFRE (HIUXTOR S M

B. B, ERRHSRA)

fhoRBRERBOFROFE, BE




