EEERE038F 1 &
WEEERE 0318 6 &
FRk2 24 3H18H

HHENRELETZES (B) B B

HEE ERE S REEEERE :

BAGIEERS BRERRY - FOIRRASL TRl

YIEBRTICHE 5 BB SR TIC Bz > TORKICONT

FEVE R ORI} O I & D8 A EBREE D — 2 WIET D EE (Bl 4 EERE 9
65, LT THIEEE] &), ) OETROWIEIRIC X AIE% ORERE (B3fn3 54k
BE1455, IT FEEE] L9, ) I, BEERFEASREICR T 5 JIEHEM
S ORHER., WEEBITANCE I BREE T o BERERGEFEE (LITF IMF] 209, )
BT OFEREICEHEG I L OOLEERERFE (LT TARBEBRFE L), ) | 4
FEREEEDORERVNSELRBT ST LOCMP / QMSEASHHFHE CLT IEHGM
P/QMSHEAEMHRE] LI, ) KOVWTEDLNIELZATTN, 224383
182 b o TRBIEEEOHIRNEFERE LTKRTTHI 2D ET,

SEFFLTCH, BBEEEKTIZOT- > TORMMETROERBY ¢T3 Wz LE
L7=DT, BEE TEMREE~DBHF BB NZLUET,

T2, ABATC, B $E@$fLﬁ(Q&A)%%mbi#@f\ébﬁfﬁﬂmﬁ
EBREWWNZ LET,

B, KBHMOEBELIZOWT, HRBFRAROES TEMTHIEE, ADDELE
2ZET,

R

. BERFGEAGRBEEEICR T G EM O B

<1>&E&ww%8 SEITHORFEICESE, WERICX2WERTOEERE (LT (A
HEE) LV I,) WRBWTHEAREZZITTWALDTH- T, HEEEIIBITS
HERTARBEZIT b L L2 EINTEZL0 (BT (B2 LARSE] LWVWH,) i
HERERITHRAZEO—H2HET 249 (k1 6 FELEFBHES %112?)%%
FEIFOHEICE SR, MERFTAREOTEHE M ELEBFTORE,. BEEEFROT

#, BEFEOTRAES) &, 2k LOME %m%ﬁTEﬁﬁifmﬁuﬁi*.%gﬁ-

223,23
£ Y




LI TnBHeEZ A,

(2) 72 LK &Ekobf@ﬂéAWW%3xu%0<£$%ﬁm\$ﬁ22$3ﬁ
31 RETICERRELO>MGTDH L, ok, HRE CICKHEBRHL TER2WVWEE
i3, SROMGIZHOEFEEEHERNIIERBSETEESICHERT DO &,

2. EBGELIEMF OEFEZRG (A%E)

(1) HIEEMTANCESBEEZITIZMFIZOWTHE., Ek2 243831 AFETITE
BHEHBEZITIIORDTWHEEZA (E1 7TE3A1OBMNEREEERE
0310002 T EEEHBREEM),

(2) FHEETITABFEHELIT) ZENTERNLDIZOWNTIL, REEH (ER1
82 A 8 AfTEAEERE 0208001 S HEEETHBEREBM) 21752 &, T2 24
6 A30BFTICBGFEEIN TV RWEESEEME 20T, B&L2HRET ST
ETHDHI &,

(3) BEEBEEFIIBRFELHEBEINDZ L ERAMFE 251 L TWABAIEIZ OV T,
BN, FEFEE145E 1 OBEORERRE S ARFEHOBRMERIL S EH
(uTF%ﬁﬁEEmJ&wog XY, MFIZE#K SN DT Th o s
WMEOTEBRY OfEFEEREY ., BEFEMCERR T L &b M@E %ﬁ
HEEA~LWDBENES 1 455 QTHDREITES KR %E@—%fﬁﬁ & (L
T I—Z& B3 JEPO)%ﬁﬁ_koﬁk\ﬁﬁ%ﬁiti”ﬁ%ﬁﬁéﬂé_k
LR BMFICREH SN AT T TH o R EERFT R R A OCRE R EEHREZ, 5| L T\
WA DOREIRFEEE N+ LB CTE, 5l &R FREZOMBEZZITHIT 56121,
BMAERBHOART, —EHFLZELR2WEELH D,

3. NEHEEZORE

(1) FEBEROERIME O &H ot A ERFHED—E % SIE 3 HIE#ROFRITICHE 5 BER
BSOEFEICETARS (FR1 5FERSES 355) MRIFE6LSEUMAIFE1 15
DIRFIZEDE, FEBEIIBITHNEREEZORELZITTWNE DL AR EIN
TWABEIZHOWTIL, FABSHAIZE 6 RICHET 2 4% E 2AT 5FDIHEEREE
WEDSEARTEFTOEDHBE CICRBEOEFH ZITI> LHKRDTWBHEZ A,

(2) BEFHFEICESWMARTESTFFTOFDHIRIKET 5% TIKREDOEFH{THON
ROGEIL, FEEEES SEFE 2HOBREANRAFOHAELERT A LINTWS
FEE 6 4ALORTIZL Y, BEELREL COARWEICYZAET cCRIE IR ZER
%&UEﬁW%ﬂ\%%L\ﬁﬁb\Xﬁ%%(E%%%K%OT@M%L\%%L\
BE L, Xidlse, 88 BLLERSOBMTHEL, HLEBEFI LI b R
WEINTWADZ A6, YrlhEs LS S - RE R CBFIE N EREIR O
T REAEIIRD NN &,

(3) UHBEF CHIE I N TV A (UZEER TS SN TV RS v - 5A]
&Eif)&@E%%ﬁpowf FOERBEHERL, 5 EHRERBIRFTTIHEI

FZELERT N M OBEFTICEE T A 2D DO—EHBFEESNIIT I Z &,



4. EHIGMP / QMS#EEMERE

(1) FEFEFIAFFOHERVETERITAFE 2 1RICBWT, REF145F11E
DEREZITFIL, 5FEITLICEDEER, EETAL, (LHELEROEREROR
EATICBITAGMP / QM SHEEHRELZZ T 2T ben e & T3,

(2) WIEEMBIE 8 &FE 1 THOREIZESE, A2 LARBBEIZ OV TOHEEEE 1
AELEOHICHET 2HMILZ. BEFEFE1 25FI3HEICHET I2HMOEFLM
(LT TH LRFATHIR) o) EanTky, KAl - XTOHL UM
BERTTAER2 23831 FESAICBVWTLGCMP, / QM SEARERINT
WRWEEIE, FEBEEE145F6EERB IR0, BERTARMRY ES
NAIBERHDELTWHEZA (FR2 149 A1 8 BTEERIEE - B FaE
BER)

(3) BWERFEENGMP / QMS BEMRAEDOFFLIToZEETCGMP,/ QM Si#
AUREBELZT TCWBELBIRENZZ D, B2 LETHBASK T+ 5 F TloES
GMP,/QMSEEMREDOBEBN L INTWAFEEITIE, A7 LARR B ORLER
FEAGROWVBE LEITI b OTILRV,

(4) 72720, B2 LHAHBPIKRTTA3ETICEHIGMP QM S HEMERED HEEN
RENTZHEIH->TH, BB T 2BREITESHICHIG SN2 WEDHERBIZXLY
GMP,/QMSEEMRAELZITHZ LN TERWEASIZ OV TIL, B&KAICITYX
F 7R LAGRMBICH U TEARORYE L ITARBFEO—HEE LM T D72 FBE
R ERDZ L b HBEDTEEINE,

5. Z0f
(1) —EHRFELSZRBITAIEES
20 (3) ICESETHIBEWEFTB I —LEHHFEIL, ZOMOBEBEER « —
EHFELEXAT D720, HE20EEF, BEEEMOBEEEx— Nz, B55&
MF OBGEE - ZBHEHEEICLDILDOTHDZE R 1195071, ROEEM
W TR 2 242381 S ATERAEAR 03184 1 & - HAEEFRI 0318 &5 6 BEEE
HRRE, BEAEY - REMNMRREEREMICE S BER#liTsZ L,
BB, SHBEMEEFRHII—ERERL., SNEETFHEE LOMEO, T2
23 A 26 ALUBIZITY Z &,
(2) —ARAEEL, BN, LS & OEAREO IR LR
—RREERS FEYRsed —MAERL (BEEYHETICHFEIND LOEE
CTe,) ERL) . EEFAREMEMROBERFERD B - TEARLZ 200
ERTEATLHE] & LTRDONIREOHEFEICOVWTIL, WEREEBT
HIZBITHYESOROERE L LT, R LREHEROTELLEIA (k1 8FE4 A
2 7T HEABEERE 0427002 EHETHERER BN C MK ELDOERK1 7428 1
0 B EEAEERSE 0210001 EEECTHREERE), BHAICBWLCREOREN A
CTWRNWZ EENS, KEFWIZOWTIE, 3l EBERBROBFENETEHDTH
5Tk,
(3) EFHERTEELOBEORIZHIND L OORFE
EREERTEERSOBEDAICHEND LD (UT IEBUABERES] L1 ),)



WOWTHE, A1 743 A 3 1 BAEAEERS 0331015 BRETEHEEBMICE
WT, —RAEER L LTORRBLZETAZ L. 7L, BCERAEER I —K
REEMLE LTEBEZIT TV b0 EREAIAERME LTHWSEHEEITRY
ERMAAERGLE LTOARBIIELRWI LE LTINS LA,

LS. tOEEFOBEDORIZHEINTND b D ThH DRI B EEKMIT OV T,
th DEZELEDELERFOEABEDORIZ, MEEPEREINLTNDILEILND I L
5, Y0, ERRICMRA TEREARERER L LTHVWTOELI A RN LT
5T &,



GG,
HHEANRAFEA M =

FASEMKESS 2R

ARV =Y v 7 8EGE ok
AKEMAEMETERSEAZNEES AR
HINREFRESSERIITERES &K
BAOTCEERWE =F
HKM%%I%@%%‘éE

EHAEM ILEHZARENEES FEE
FEHAEM LS OERERES AR
BN B o A bEmnils AR

- BAREFAEEEARSE &
éﬁ%@%%%@ =
cEREFEERSE =
BAEERERA -V —HEE =
HEENRAEEE ST =
FAERRRERIES =
FAERKSBEXESS =K

HEEN BRBERREERS 2K
KEERHSE - IVDIESR =R

B Eox ApaERERERES TAR

HEEABAHEESSR &K



