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OEBICEOREIEATE ML TikE->TL 5, BETFEO EC 245ET 58121
SFESERFEEZHIMCTUIMAGDE THERT LN TE S, 9 LETEICIEBT
DEIRBDONRHLN, ZTHHITHRE SR ¢

o UUTEGZUNRIA—FIZEIS FiE

> ATy FERERELTHOLNDWEREDORRIZOWTIR G- BME LG 5
TR WEEITE S 5 /MR D?F¥E (minimal approach) Tlix, < DA 7
v b (LT A =2 WERMNE) KO7 U b7y b (LREANRREZ ET) 23

FIAEND,
> K DEATZFIE (enhanced approach) Tik, 1 > 7 v b &G EREOMAAE
%k%h_mbtﬁﬁ%%_%ﬁéﬁMh*iD\W%E%&4/7y%&0%
WS 7D N7y MZEAZEV EC ORFEAHEUNIATO Z EBATREE 72 5,

2 ICH Q11 TI% Mtk (traditional) | FikE BIFIZN TV D
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o tEEBIZE-S< F¥E (performance-based approach) T, TFDA > 7 v b (LT
—& . WERES) Kb, RS TREOT Y Ny b Rk BEME., RO 0
BICHREZEWTEC ZFETHZ LN TE D, 2T, IVEALEFENGELNT
A, BE T — PR LN AREL L A TEREIE (T L, 7 a ke A i L
? (PAT) %) IZX > CHEEL 2D, HIZIX, B#HT DREDA T4 =K Y T
BTSN TVARETRAT v 70, TOTRAT v 7Ol 2 HIEZ2ERKT 5
Jt:5) 74“‘}\/\/7”¢£EEX T VT Y ZAREIT O TWLRE TRAT v
WX LT MERBICES S FIEEARETT 2 2 &N TE D, ZOFELHNT 2561%
L L _ﬁﬂﬁ%’& TR D & DT R TORET 537 A ~5&U%’f£%‘f§i)>%
=RV TEND e, F, BE L TRZRAET 572 DI 3 2 28 Om s EA
RESNALIICTHIENEETH D, 2B, LVEATEHRBIEAEH IS XD
272D & FEDTRENT A—2% EC & DUMBERRLSRDLDGENDH D20, K11
RLET A Ya Y —OEENTXTHEHHIND EITRL R,

KITA RTA L OFHD, MAA IZIT 2 80E TRICET 2 50fiss 2 Lz on 5
X TlE7e\V, CTD OE Y 2 —/b 3 (2%, BETR T A—X D EC OFFEIZHEFT 5 Tk
Wb 5, BLE TRAZMICHME CE 5 XL ) EUICEEN G S - s TRICEET 5
DA Z T D Z kO oD, BE TROTHEIZIT, FFE€INT- EC 21 TRIEEEE
Wb a5, ECROMETAEF T I —DIRED—BIE LT, WALEA OKBGER
IEE) (BHEBRE=F D U 7%) ICHETHERESEBHERE LTRIEL TR, 20T 4
U7 4 BOY A7, WO T A 7 A 7 V%38 T CEHICHERT L (ICHQ10 dEZ
PED) . FONTZHFRICHEASWNWTEC KOEE L7 I —52THT XX TH D,

W A T HEECIE, MAH IEBIR 2 12865 T, FHE LA R OB, FRFICoZE T
DFHE S AVTW DG, MOV YHRE L2 BT AT T — 52 EH T 5 MBNEIZONT, R
MToaxThs,

KHA RTA %, BEAEETORESIZHESN T, BE TR O EC (ST 2 1Y JH~
@$%E#%ﬁm¢é%@fi@wo%m1& B9 % EC ~DAREA IOV TIE, GMP
Bl (Febb, @ AREE OB WFIE) (2> TR & TH D,

3.2.3.2. FHTHED EC DREE

RIE TR D BC IZI(T 2 IR & RIERIC, STIEIZBIT 2 ECIC b WL DOMERR A RFET 5
PHREZOLRETHD, BCOHFEAKLPIENODER T Y —1%, HHTEDONRT A—%
EPERED BAGRICBE 3 2 BRAREE | /0 AT 1L O HE & J OVE BRERIK 1 X 0 B/ 2 wlREMED & 5, BC
DFFER RN AT <=3 T A MIHESL BC OERICKT HEE AT Y —OFFE & Fff
FORA R RETH D,

SIHHED EC OFFEITIT, T HAr-CHBE FIEOESE I, SESERFIELZHEHT
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HIEMTED, I LEFIEZIZUTOEL I REOREENLIN, ZNHIZRE SN
U

o BAFREPE CTEM SNIZMAAIREMN THDHE. OIEOMREEZHET 7200
EEMENIEL 2D WREMER H D, TD L 9O 2A X, BEC O#BHNIAL 720, EHE
T O/ USRS 2 SRR E SN D Z L2 b,

o HYREMNEE - TV DLEAIE. OWEOMREE TR T D 12O OEHEIENILN Y . Th
IZE > TEC &S LT, OiEOMREICESZBE N -ZHDICTHZ 8 (Ofrik s
T A —H OREM TIE7 < FFREHPOMREENEL BEC LT 5%) N TX 5,

KA RZ7A4 ORI, MAA IZET 2 0EICET 25080 D 2 L IZ o R &
T2V, CTD DFE Y = —/L 3 (21%, LD EC OFFEIMHE T2 FEICEb S, o
HEAREICHEECX D X o, WYUNCHEHIA TR S OMEICE T 2R ARE TS 2 &
WRDOHND, IIEORRITIT, FFEINZEC ZIT TRIBBFRLED D,

324. ECDEHR

BT A T A 7 & TRLNZ RO R (REFEE, Friz e B o® A & Hm
MEOAEFLE) 2LV, KBRINZECEETT LI EBRERGENRD D,

MAH VAR S 7c EC 2RI 25650, KR SN 72 EC ICHET 2A" N 7 ) —%
EEFTLGEITIE, LTOBIRERH S -

o JKRENT-EC DEERE L ZORMM AT L iz, 7KGEM% OHHY R~ t) 72358
FHPR X, ZRUMEORBIZIZ, N TFT—varr—2n y MITEOBHRNE £
N5,

*  MAA XIARZOEEFHE L LT, EC IELENT TV —OEE, WY
SIS DB G M K QRS 1B DWW TR S 772 PACMP O Hi

o HUIRGAIL. BOLNIARBZOEE LOa Iy M AV FOFIH,

33.&E L BT

GRS NI BERGE AR FEICET 2T R TOERDO YR Y A v b R OHERFE BRIT,
MAH OEMTThH 5D, MAH & HRIEICEAE T 2k RIZIE, ROEMGEARDHER S, Bl
TEQRERERD KBS I, 7o, ZREBEET D 2ARTHUNCERIND Z L 2 iEFEIC
T 57, HRE AR OFAT 2 RFBAOEENH 5, WIERTEAROMERFEBLIL, &1
WOBERINE ) RETHDH, MAH &GRS T 2O AEEIC OV TIE, 6 B4
oz L,

MAA THIHENTZEE (Type Il RTZ v I~ RZ—T 7 A )V, JJHE~RAF —7T 7 A L)
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W LT, I SN BROAEE L. AFOEEZ5IH L T\25 MAH IZ EC D% 5 %58

BT ABEERH A, FHICEY ., MAH 3FOEEOEELIML . LEISU T, F7-.

MR BN > T, KB E N2 MAA @ BC (SR 2 AW WET 5 2 LN TE D,
EC 0K KN EC OIKRGAEHOKRIT, BHLRBOEILTH S,

4. ABHEFEHEMEE (PACMP)
4.1. PACMP DEH

PACMP (%, AR S FEhEstEE2 MAH EBH S ROMOEEZ L0379 WE
DOER LB EIE L RFHIBT 5, THER OEHMEE L0 T B0y — 1 Th 5,
WMEEFEEL 1T, MAH NG T A 7 A 7V OFFEAFERMTEmRL L 5 &35 CMC | %
TOEHE RET DEEIT K L B0 & & 128 O U & OMRRET 15, I QN4 Hillkod
R R O A X A > TIRETDHIERE DT Y — (T72bb, KR E 72 PACMP 2372
WEGEIZHARTRWEE D 7 ) — RO/ ITEWEERM) #5835, £72. PACMP
TIE, 72T REN D D BRI 22 R OHIEREE L RFET 2, PACMP X, 1 DOHRIZ
T D 1 DXUFEHOLEE, IEHORMZEH SN D 1| DXUTEEOLEEIZFAT S
ZENTEDL (A5HZBM), PACMP 1L, #EIDO MAA LILIZHRM L TH, %0 bhlistzh
LTCHEL, £/, BECOFEFIOFFEDH I L HTIRET 52 LA TE 5, PACMP [THIH]
WIROHEBREGDLEND D, B EZFEMT 57 OI21E, FERFHEE R S50 K O
EFRIENE - SNDZMERH Y | FANCAEER LI HIETHERZHH Y RIBZ D LER S
Al

PACMP T, ZHOEHE SIS Uil S CEAR Z T2 & TH 5D, PACMP 237K
BEINTHAEIL, BB LT 7'u—F K OVEBRIE O 2 4 M2 B WO E AT HER T 5 Z
LI SN D, BIZIR, FERFHEEORRZ IR ER1 G LN E . MAH 1IAE
DFEREFTIZ, #IEID PACMP HFERHZR LIz A7 TR A A w}fﬁﬁadb er LTW5
EHEIEAT DI AT T EAAL FOFRERMEIRE LTHETHDL I LA HRT HIETH
Do UPHRRLIZV AT THA AL MTOWTHMRH LR, BEOEICESTY 2T
WE 785 2 EDRRINIZGEIL, UANCAR SN2 ER 7 Y — L b 130 Tre
NWEEBZDHRETHY  FHIBOBATOREIC A A 2 2 2D D>, &5 WITEES 2 K
YIMITHRT RETH D,

MAH /&, PACMP ® % & T CMC IZBT 2 A E A HEANT HERICITAT ., Hisk2s GMP O
SOV LR FFR PRI ST, PACMP Z7KGE L 7 B4 R OB B 2 7= LT b 2
L AR T DEEDH D,

4.2, PACMP DF|H
PACMP OFIFIZIEL. — I ELFD 2 DD AT » FRME L 72 5 -

AT w7 BT DHETE, ZORIW, VAT <R A NOEE), B OREZ LT
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D72 DIIRET Digat R OVIE R, 7o T BN 2 OO S GRIR S 7 HikE KO
AR TIEICEE R0 2 L OMERE) . HRAERICH L TRETLDLEEN T Y —, WO
ZOMOIEST & 72D E#R KESR) 250 L7 mEO RS, PACMP (& CTD
V2 L32RIZEDD ZENTEX DS, ZOEMGEEIX, EITIZHENL > T, BRI
K VEHEIN, KRIND,

AT w72 EfiFtHEFI R LR RSN ER SN D, GONTRE/ T — 20 FE
JaFH IS DHEREELW - L TR Y, TOMOEMELIZ LTV D84, MAH 137K
ENT-FERMHBEEICEHINTNDHT TV —IZH > T OFRZHHI Y BICEE L,
HARHS R L2/ EE2ZT D, BENT IV —I2 X - T, BEEOFEMATICHRHY DO A&
ML E E RERG AR o 5, EMFHREIZ & 5 HELER O UTE OMMOEM: (R
Ty 7 1B B SR0WEAR, o7 Tu—F 2R L TEREEFERTS5Z LT
T RO VICBUTORBISUITA X AR OBHET LT DT TV —ZHEH XEThH D,

PACMP D27 v 7 1 TRE L TV o 7Bl TR X TE RO REERE T (HEAEED
NEFDOEFESE) (X, A7 v 72 TEIid 2 Z SIXTEP, FHIBOBEHI SUIH A &2 21HE
STEHEFHRELTLOLRNETHD, LU T8 H LT 2L RICRE L7 8ES o TR U
EHOEENBRMZ b O T, EhEFHRE OHIFE 72 FANI 2 U WA T, # ) 7R L3
RENTWIUR, dE, BN E 2RI D,

PACMP [ZFE# S LD W 28 H & BEOLENM, RS EUIADMECET 2 U 2
JEWERLT D THLRE TR, BEEOEELTANT 72012, Ao, Zat: (K
ATFEREIR) XXk M2 5 PK/PD DIFRANLEEL TS5 CMC IZBT A E (—HoAL
T FRAHI DN TR 5 BRSO FERR AR B, S i UR M OFE %) %
PACMP [ZFL#T 5 Z L IFE U TlE 2w,

4.3. PACMP DEFE
PACMP OERIZIE, BBAZE R O/ ST BRLERER ) 15 5 iu 7z Sl T2 & B O fig 2
R4 2, PACMP IZi%, —RANZHIZIELL FOEREZED 5 -

o RETIAERONZOZYMEZ G, 1257 24O I & F i
DEVWEEIORTRETHL (EEATELDDLE),

o MDYV ZATTEAAL MIESEEM LI, RET DELOETERI 28 47,
i~ 2% 72 DIZ Fhii s D BARRY 2255k K Ot o0 — % - 51 20X, et . A ek,
ZEMRER (MWERGE, 9 mS) . TERANEE, PACMP (21X, A#BR SUIMET
DIINER OFREET 2 HIE L WU LT RE ThH D,

o BROLIVT D E BRERRE O A LT L TV A BT o THE L 72 588
RS DA IR 5 B L,

S HOHIKTIL. PACMP MhOE Y 2 —LICEGEN 5,
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o LREOBEEVEFHMOW DD BRI, AR OEMANITE T2 2 & OfER%, il
T2 T BN S B DDA,

o U THEA. R XTEPELICEB TS IhE TORBRNSEONZEET —
&0 U AT OIS, PSS, BUE, ReMEMEHT. AR e OV @ MEakiR |2 B
THT—H,

e PACMP DRAT v 721kt L TCRETHLEENT Y —,

o HEUIZRGA. ARSI EICEEE RIT S IN T L AR L, fed L
felT H7212, PQS D b & THEREAIICIRGEDM T D Z & DR, A D EufzIZ
LB 2B AT =2 ) T 50BN G DA, 1857 5 PACMP %
BT D0, BV ARV AL FOTFEBOMELZIRET A5XE TH D, B
DEL R FEET 25E1201%, BHOLEEORENREZEBIZLLEBENY A7 KD
FNOHDOEREDOHARRICONT, MEY AT XA FOTEE TR H 5~
xThD,

MAH 1%, BZETAHALTEOHEY /) A7 T AA L " E2EETH72DI12, BETHEEIC
Ko THELZZ T 2 FHEOBEY 2 BFRER& OB fE % PACMP O CRT_RETHDH, —
WA, BENMEMETHDHITE, B MUETRO L0 RVEBALTE L 725,

4.4, 7&FR I 7z PACMP OEHE

AR, BE UTHEREOZ LR AL E, BUKR 21572 PACMP 22 H T 254,
BETDHIEENRGNEI LT T HEL FRETZ L LIS TE 5 X910t &
Th Y @EIIEHOERTOBSI Y F~OBENLIEL 705, EhiFFEEONFZ LV K
S EZDEROBEAIT., BHILR & OABICHSE | EiGHEEDOL T I 5 HATDK
RXNIHT T 72 FEEFHEEO R FE DO WT DRI L 12D,

4.5. PACMP DOfE¥H
PACMP [Z13 W S0 OFEER N H 5 -

o 1 OORGITHT D 1 DL EOEE -—NEROFEMZOWVWTIE, FRREAOHEZEID &
IE#ZHoZ &, RUFEIZEA L, BT A 791 7 V%8 L TRE DD CMC
BT AT VIR AR TE S K5, PACMP LT 52 L b a[iETH D,
FRFHEEFIAFED 1 SDORGITKT 2EBOETIZHOWTRET 25613 £nb
BHOELOREMK D | DOEMFIHEZEICE DD Z ENHEUTh HIRIE . FEMizh
B EIEMNT 2X&TH 5D,

o L VEAFKHOLVEREE - o RFERINEA SN, BRETILIEEDOY A
7 N TR E R D RETH D, 77 —F Ik > TE, SR 5BFHEEEZEE
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THRETHD, HlxiL:

a ORI LT 1 DU EOEEEFEKT 56 (F— @MW&UMﬁ%%ﬁ
M 2BHEOHMITIT DROEHE) « LT 5T X TORGIZKH L THL
UAZEHRDEH SN DRETH D,

b. @ﬁ@@%&@@ﬁ@%ﬂ’%wf1ouL@WE%%H¢5%Q(@@@wﬂ

B DOIEOER, BEOMMIZEL RS OEFE)  HEEZITH T
f@% RO Ukl L CRIC U A7 BB A A Sh b & Thd (ff
BEIE ),

5. BIRZA 7Y A I N~RT A b (PLCM) DE

PLCM DO CE|ZIE, EC, EC ZHEIFOLHE 75 2 —, PACMP R4 254) K UOKR
BOCMCIZRET a3y MAV NEED, "L TA T A 7 V<R T A MIBET HEHHE
ZRL# T %, PLCM OXEO BT, MAHICX D FRIOT A 7 A 7~ T A2 Dt
2R L, B JRIC X2 RASCHEOMFICEET 5 Z & THDH, PLCM DO ITEIL,
DIATHA N EBLT, REIZLUTEHFINOIRETHD,

5.1. PLCM O 3CE : &

PLCM DX E(X, MAA IZBWT EC KONEC BHBOEFE HT I —DOIEHRE £ L -
HDOTIHDH, PLCM OILEITIE, LLTICRER T 5 FEAREHE, LU MAA IZREH I TV D
BiEFHR~OZ2HZED 5 ((MEEZEIF2M), MAH 233 mIZifficn s U A7 (2S5 T
T —FICLY BC R T H & ZI2iX, PLCM OCEDQIRHDEE TH 5,

PLCM O EDEHEA, LLTIZE LD 5

e EC 3 #EZM) : i EC 2 PLCM O L EIZFEH T 2 & TH D, EC DFFEK
OZFOZLMEOHHIL, CTD OR# 4 2 H|IZE#H T 5,

o EARBEINLECEEETHLEDERANTAV— QB EHBM)  ECEEREFOLEE Y
73V —% PLCM OICEIIFRHT HRETHDH, BEAT IV —OFEMR 2k
I%. CTD ORE# 4 2 HIZFEH T 2,

e PACMP (4 HEZHM) : 1 DL LOEBREFEDOFR IO~ H T A FROFER_DIZH
IZHEH S LD PACMP % 5t#i 35 & Th 5,

. ﬂ%%®CMC BT AaIy AU b AREEC MAH EHIHIS R CTAE ST

. PASEAEPEEEPE CHEMIT D RFED CMC BIRIES) (BFE0 TRE=4Y v 7,
Mﬁ%%)%ﬂﬂM®iguﬁﬁT5A%T%&

Fﬁﬂ

5.2. PLCM O XEDH
PLCM DO3CE L, FlEID MAA K, XEmIREA O EC 3 %) 2R ET 2 FE TR = 217
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I BRICiEH T 5,

5.3. PLCM O CEOHEREE

CMC (ZBT B RRBB AR OIKEFH X FFZIL, TH LI PLCM OXELZEZHHLIETH
%o BHTD PLCM OSLEIZIE, EC DEE KR OEOMOBI#HESRE (BEAT Y —, a3y
M A . PACMP) %Zit#i¥ %, PLCM OCEOUGET B DHERFEHLIZ SV TiT, MAH I
B HUIR DO BEIZHE O BN B D,

5.4. PLCM D CEDO#E R OFEH & FT

5.1 JHIZFLH L72 PLCM OV < DO EHRIIRE X COFLHENIHELE S 528, o) e
WREHEHT 5L b TES, PLCM ICHWAEEROHIZ, (HBEIF 2ROz &,
PLCM O #Ei%, CTD £ 2 —/L 32R IZiL#HT 54,

6. EXHMBEVAT L (PQS) RUEERE~YRI AV |k
6.1. PQS DAY HIH

ICHQI10 TRiik &dv, HFEEZIEN L2k GMP O ZRFIA 4 857 L 7= E2hH#) 72 PQS
I T IATF 2K EBL T, Fe AT TV A I VZBE LT, KHA KTA4
IR SN TNWD FEEME D Z L2 KT 27-0ICnETH D, Tud, AiEHEIc k- T
FREL R DMURLEE XA M, MNP A FLEa—%25T, FOFANT, B
QITFER EN TV D, KM 21%, FERER, AR~ A b, KOEC IZBHE T 5Bk 7' =
T ADEFRERL TV D,

4 O T, PLCM N EY 2 — L 1ICEEN 5,
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BUHY R K Dk R OB A SR 2 7201, ORI, FEAYE AT & T
HY, Tz, BN TIEHEAE. &HFTDO PLCM O LEAZFAEHYFICARTRETH D, =
DZ LT, FEMYEF L. PLCM OEHE O H A CTORGRIRI AR T 5,
FHUEOHHI L HE T, %435 2 HM/ ZEMOBEEICESEaIa=lr—v
3V EITH ZEBRHERIND, FIZIE, RATA RTA4 ICiE# S T D Fikzfl > =
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(EE VAP

EPRERE THERBICE S FIE (v I 4 > NIR o#at) 2nsZsicky, VT L¥
A LTH)—PEDOMEREIT S Z EBAMREE 72 5. NIR /3 #TEH & FIH L CIRABRIE AT A — 4
W27 4= Ry 7275 2L T, IRGHEE LIRAFMIC XL > TIREH M2 RFET
LHMBEMENR/NRIZIHZ b d, LIedi-> T, ZHab o CPP L EC TiE7Z2 <. NIR IEADY
REE—MEOBIMEN EC &b, IREKLOT U N7y NORIEICEIT 2 BN S HIZEE
AT, BOER T — VO EZINT 5 Z LA FREE 78D, CTD £V 2—/b 32 IZii#fa D
A K ONEA R O U 70 B ER IS B R & 70 0 | YERRAIRGET D72 DICE=
VU TEND,



HRE 1B : A AT 7 v V—ERAERR EERERERGOMETEROTZZT )

vvabaryyFaoarOEE

LFOE 7 7 a—F VHROFITIX, EC &%

7e—Fx—Fh
DEFET Y =0, BHET DY X7 KOME
HALEBREFELSCTED LI ICFE D0
A SV e ¥ AV o,
l ZOBITIX, EEEEN A AR m
< NS T 74 —D2OoODTRRICERT 5,
Dl Nl N 20 GV

l
N-IRXA AV T 7 Z—

l

AERERE
l

IN—RZ b
l

T74=T 470 TTT74—

l

{KpH
(T4 NVARIER)

!

A Z R v~ NS5 T7 4 —
!
BAFVRM I~ T T T 4—
!

A VAR
!

FRAMIRIE
I
ZEHTIRE
I
JRZE




AEPERER (XXX L)

H TARHEEROET AT —
L ATy v/ (A B0 EC, JREOHIL EC Tidewy)
# TNy b NG RA—FIZHSL RIGA—=FITFESL . . .
# B NROFI YA E T KERBIC 5 < ik
4.0~6.0 X 105 cells/mL 2.0~8.0 X 105 cells/mL MSPC |2 k &5
FEFRAN 7 PP PP PP
y (NMm) (NR) (NR)
v 37.0~38.0°C 36.0~39.0°C MSPC |Z & % &
7 VLB CPP CPP CPP
b4 (PA) (NMm) (NR)
k it it MSPC 2 & 5 &5
4Ty MY CPP CPP CPP
(PA) (PA) (NR)
; ] >50%
P L) 1@@%@ (%gjy;y) 1274 B
HER (NM) (NR) L5 TRAEMR
(NM)
>4.0 g/L
>4.0 g/L >4.0 g/L NN -
i TR TEEFc Ly Fy |77 17 HPLCIZES
b (NM) (NR) TRENEH
14 (NM)
; 2.0~5.0%
S A >F A > UPLC UVIMS
k . . N Y N 2 L% TRENE
GO-F #i#{ (CQA) HEHEIZE £ S HIFEIZ S £ S (HIB B Io 2 Ao
CQA)
(PA)
## CFUImL ## CFUImL # CFUImL
INA F R TRENEER TRANEE TRANEE
(PA) (PA) (PA)

INT A= ZITEISBR/NRDOFE

. EC :

O

TREFENRNRTH D, BT ERDBINIRNTZDITF LA LEDINT A —
Z IS EC LIS, HPHARS RE SN D,

AEPERS R TN RSN G A WA ORI Y 27 RN % Z I3 TH
LI, NAFN—=FT ORI EC & A7 SLD,

ZOTRTAEFERONMMOERN M TONDL Z L E2BE L, FEMLEED
BEREEFIHIR7 L5, BREAT AV —INM LD,

BEKRA Ty N Y OREPBRFHINTWRNT & F0RIZTING
DIXT A =B CQAIZEE & RIT T ATREMED RIZS L TN D T &2 E L,
INGDONRTA=FOEFITEHY AT LRhhInsd, EREAT3Y—I% PA
L%,

ZDOEBEZ BT DMMAEYIEROBERMEEZ BB T D E N A =T B L
ITREROERILE I A7 LBl E&Nd, BREAT AV —ILPA LD,
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NI A—FIZEIS EVEATEFE :
. EC:
CQA NEFEINTEY ., IRL7- CQA IZET % DoE BRIC LV L FARI LTV
5
O REXOA Ty FYIE, BEFERD2HDOD CQA Th D GO-FITHEL K
ET RSN DD (f 7y b Y OREITRE S REOREITI~ e
Thb) ., TNBHIXEC EARIND,
O  FEFEAINOE L CQA YT, EC LA I N2,
O N—_ZA NFOEFFENB0%E TIK T LA S CQAICHEL KT I\
EDEEMEOMERE B E LR CEFEES N TV D, CPP (REK A
7 b Y) PREINTHEANICHER SN HE, N — A MEEOEFRN
I 70% %2 5 2 &0 TR CHEIE S TV D, ~N—X M
DAEFRITEC L TA SNy,
O MMELEETFT VLY FHISND, ZOM#EEH > T, N—_X MDA
AR KON EC &gz e,
O AFERR TEMNGRINTEGE AW OHEIRY A7 Wb Z L BBEMToH
DI, NAFN—FT U ORBRITEC LA EIND,
. HE:
YRR AL MOIFEBINFEMSNTEY, kO L ITfEmfHTonTtng
O A7y FYIZGOFIZREREELKIFTTZENRINTWDLED, £
vy MY OEFIIE Y AT ERTeInDd, BEHT TV —ILPA L7725,
O RED GO-FIZxT 2 ENME~FRETHDLZ EEAEEE L, IREOETEITH
VA7 EBIpEND, BEAT AT —INM LD,
O ZOBEMIZH T 2MEMGIOERMEZBET D LA FN—F L ORBR
REEMBOERIImY A7 L Hhipdnbd, BRI T T —IIPA LD,

MREIZE S Fik
. EC:
OQUTNEALTTY Ny NEBEEHTLHIZOIZA T4 VAP HWLNS,
A T4 RBIZEC LA END,
O THROFEZEETIZEERIN T 2EH (MSPC) #i@EL TE=¥
V7 ENHMET 547 v ME, EC LidAR Sy,
O 7Ny "OAUTAVMEEBE LILETNVICESE, A7y bR
TINEALTHESNTND, ZOTREROT Y 7> b (Jili O GO-F i)
TA 74 VRBRICE S TRIESNLTWA TS, A7y ME EC LAz
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Y AR
EPERE R TR B SN SE A ORIE Y A7 0355 2 E N TH
HIZ, NAFNR—=F U DOREBRITEC LAl EN5,

AR R OIFRBR DRI CQAIC BHGE L KT S Ipnew, YR &
Pl s, EHEAT IV —INM L7225,

GO-F [T FHRHIG IZGRE ST 72 6D, GO-F OFRER X & PH O 28 5 13 & U
27 LEHSND, BRI T TV —IIPA LR D,

Z DEBEEB T DIMEDIEROERMEEBET D &AL F3—F OB
FEROELIIEY AT bhleshd, BEHT IV —ILPA LD,
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BAF LRI u< v TF7 4—

B HRFBEROERE LTI —
AT AT/ (A O EC, JREOHIL EC Tidewy)
# TNy b NRT X—FZESL NG RA—FIZHSL k) . N
f B NROFE L ogA TS HERBIC S < Fik
e . 6.0~8.0 mS/cm 6.0~8.0 mS/cm 6.0~8.0 mS/cm
ey CPP CPP CPP
TR (PA) (PA) (NR)
65 45~55 060
A4 | 74—FA w7 4'CP§' CPP 4'CPP'
v ® pH P2) (PA >5.5) (NR)
Z (NM <4.5)
N <20H%A 7, <34 <100 %A 7L, <34 <100 %A 7 /b, <34E
FRE DA F5 4y CPP PP PP
(PA) (NL) (NR)
o CPP CPP CPP
<10 CFU/10 mL <10 CFU/10 mL <10 CFU/10 mL
WA FN=T TARNAE R (F=HVY L) (F=HVY L)
(NL) (NR) (NR)
<5 EU/mL <5 EU/mL <5 EU/mL
7| Ty RRFvy TAEPEEE (£=4Y>7) (F=5Y7)
7 (NL) (NR) (NR)
A <100 ppm
P4 HCP JFEED 5 R OVl 1 s e v | A 25 A > UPLC UVIMS
b (CQA) £ LTt LEETIALSTH |
(PA)
N g g A IFA4LD
CQA X ﬁﬁwﬁ%&?ﬁ%ﬁg LEEFZ T 5 TR TRENE
& L Tﬁfc‘lﬁ (PA)

NI A—=ZITES S BR/NRDOFIE

EC :

O ITEBRARENRNETHD, 17 M CQAIZKIFT

EIME S LT

Wy HFENRELTNDTDTXTOA 7 v A CQAIZ AL KT T rlHE
WRHDHZ b, TXTEC EARIND,

TNy b (BB, S FA=F RO R hFor) TSI
TEMNCR B E RIETZ Evh, EC LR END,
HCP & O CQAX TSI D —ETH V. Z DB TITMF S 721, HCP
FLONCQAX X Z DO TFRED EC L1372 SRV,

ATy b (T4 —RAMyZ7OEER, 74— A~y 7O pH, B
IKFMBOA 7§ Z) 8 CQAIZRIZTRHEDHMBAAEL TNDH I &%
EEL., INODA Ty NOERIIEmY AT LR E3nNd, BEAT Y
—lXPA LD,

NAFN=FT VRO R XU U3 %O TRTIOICRBREINH 729,

13



INOHDREEDOETIIMKY 27 LHhpEND, BENT Y —T NL &7
50

NWIA=BITE IS KVEATZFE

PEREL

EC :

O

O

O

O

e
VAT <H YA POIEFINEmINTEBY ., RO LI IHRMAT B Tn5

EC :

O

74— RANY 7 DEER, 74— KAy 7O pH KOA 7 v kb Z R
CQA (HCP X TNCQAX) ITHBAE KIFTZ EN A —LE T T L TOR
BRICE D EFESNTHEY ., THDHILCPP & AR END,

BIRE DMt AF AL 100 Y1 27 /v /3 4F £ THET S 4, CQA IZxd 2 58X
RO ORI o T, #HEJER LTZEEO CQA KT 2 B THERR T & 72\,
RIR DI AF ML EC & A7 E N5,
HuuuMmAXi\74~hxhy7@%%$ 74— RA Ry Z7®pH K&
O 7y N Z DREEEANICHER S 26, ZN2n o E L ENICHE
FFEND Z NS A ERRBRIC i@%ﬁéhkt@\ECk AT SR,
WA FNR=FT U ROy R XUt #%HOoWn< 2020 TR TEMI LD
e BB L, ZOTED EC LixAR SNV, TE=XV 735,

B O AF L, NV 7 — 3 UERFHEEIC 1%#47&73$W%tz
DRERNZTENTVWDLZEEBEL, RV R LhhIhDd, BEEHT Y
—IENL &7 5,

T4 — ANy OEBEROEEL HCP KU CQA X ITHEE KIFT 720
VA7 ERIpEND, BREAT AV —LPA LD,

74 —FRKALY 7O pHIZS5 ZBALZELOLAERY A7 LRSS, AR
AT AU =T PA &£72%, 45 Rili~DEFITH I X7 LA, BRAIT
FTU—IEINM &7 D,

A>Ty b ZDEFTHCP T CQA X I[CHREDEE L NIF, BFEHT
FU—IINM &5,

TEIF

VT NEALTT U Ry b (B, HCP KTY CQA X) ZEBT 572012, 47
AVEBRBHAWOND, ATy NMIT U Ny bOA U TA LV EEZE LT-ET
WZEDE, VT AP A LTHEIND, A0 T74 ABRITEC L ARSI D,
Wi
Z OEEREEE TlX, A T A VRBRIZ L 5 T HCP U CQA X 2N A #iFH PN I HERF S
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NHEIFFL TS, TNHDA v TA VRBCHIAOLEE TS Y 27 LS,
BEHTTY—IIPA LD,
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MFRBREIC : HITEPZAZ T Y yva bharForary OBE

VLTI, bl HIERERMER ORI E R 0 EC &, R THEE AT IV — L4k
TR T D TEICOWTORLEFEFITH D, ZOFITIE, Illustropin EWH A FT 7 /e
— R ESRES AR ESREE G OIRIE GE7 U a v A vil#iz & R0 8) Ok
(Fv 7V —FBXIKE) 1220 TC, ICH QIZH~ T F—3 3 > SN i AKBR O B %
FEEZHNTRHFT 5, x0T < To0d, ZELTIY — FHEAXNT—FE
RE. BEAGR DAL FEIELOEEFIACET D WHO A RT A Nt Tn D, FEEE
DELHT Y =07 —Z BT, FRECHIRIC L0 B D TaetEn & 5,

TRIZEHSNEERIZ. UTOSIZONWTELDEEDTHD

o HOEENPRE IRE L SEIND DIl TRERS L5 (HHEE
W2 L ORENT- WP DREN - SN TOARWEAIL, ZOLEFEZEHEL .
B THIUERDO LV O@E DT TV —2F AT —F 212, KL~ voindg
EHEICHE SN TWDERMEEM T L TWRWEE T, L ULDmEEE L A/
FTIENTED) ,

o EHEEMNTDHIOIRTRETH D H0RRH0T — 2 O 4,

wmE
UTIRBT=EHRITTTEC (ZOEHTIX
WHO # & R)
VAR IR MEORIE : ¥+ 7V —EXkE FEET) KO IEFHEx NM
MFEIE (%) 12 & 2 H 305 O B2 AR O FFE R 2L
Ff1)E ST —
& :1~5
RRARERIE | llustropin FEVE S, NL
FRBHAE M OB YRV DR FE + 1 mg/ml llustropin KA FfF :1~4
EE WY 7% ¥ B 7 U —ERukENEE FfTE ST —
WY 722 55 e FE R AR # 1, 4,5
FyeoU—:
FM o IEWE T 2 — X R U b EE Q=50 um
R&EEZ : ABE=70cm L E
&t LK, GKRFOBERBIER) NL
SYBEFAREEE (CZE) R L7-U UM CpH 6.0 ML | R 14
U WET L = ARG 13.2 giL HfHIF & 57—
Veiie - IMAKER T R U 7 A, 7Kk, 0AMKEE(LF R Y 7 | 201, 4,5
BBRONRT A—F
R 0 200 nm (UV)
BIRE 217 Viem
IR : 30°C
AT
ARG (@) ROMEHEROEA : 3L EIEA%, KENH
iR (CZE) % 1FEANT 5,
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SyBE  BEFREEIR A X v €T U —ONEGICRET D,

wEHI T, 4CTRET 5,
VATADAVT 4va=vT
FEAE DT HIALER

1M KEIEF R Y 7 AT2045500 B
KT1045 04 E

4y Bt AR AR C 20 4y LA 1
HEZ L O

0.1 MK LT Y T A T254500 1
Sy B PR &R C 6 0 LA

VAT LA | VAT AEEM NL
A KR SLME 45 5005 FERIKENRIE, llustropin DREEHER s 5156 | KF 1~4

% llustropin DERKEIK L FEETHD ;2 DO — | BMITE RS 7—
(11, 12) BDEH L%, FERAE—IRRBDOOH, F0% | # 1, 4,5
Pial b 200 —7 (13, 14) OWEHPPHEIZED b
)

HIRERE | BT I FIK: HK5.0% ; IR B85+ NM

Z OO AR : KK % | K 2.0% Pidaey
2 B 10.0% E 75 7
A :1, 5,6
T
RIF 2T
I T—% 01

kB R NM

Rl L
Hff 1} E 057 —
£ :7, 8

NL
Rl 4~6
HffiFE ST —
4 -7, 8

G DEEAT T —CEREZEM S 5Dl ST hiE7R bRVt

1. a2 E R T S N5 BEAARORER HIEIZOW T, ARSI N TW L HEFEIN~D
FREEME,HEFEED LN &,

2. OHTENRFE—THY . R U ER SUIFEERIZESWTE Y (Bl BT AOFES
INTEDET TIE L, BT LOREIREEDOETLE) | Friz 2 R Kinsmit ST
A AR

3. EWBROSHAEZLY , DHHEOHERE T A —2 BHER UIEIND Z &,

4.  JIERBRIZBET A2 ZEE ClEenZ &,

5. OHHEICEEN 2N L,

6. RBEE, BATOREREARETEOMORBRZ I T 5 Z L NRD SN TV D MR D
FHANTITOND Z &,

7. BEFIZAUEBENOBFERICEDIET (B2, BEEPER SN TN R
i, SR EOREEOER) TIiERnT &,

XFT 5T —4 (RBREHTARESER)
1. T SRR ARG L OV EBR 5 15,
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No ohkobd

STEDG L SUTER Gl eoiE a2 M 258)

NYF = a v SRR ORER e otk M3+ 258) .
KR EN TV DL LI—RET D OMERFFETH D 2 & 2n 1 HBGRTIR,
RRT DIFHHREN ST D240 (BT, BB, HERNE, k)
i B O—BPENHERF S D Z & 2R SCE Rk,

HARBERICE LT, FERFICUE S TV R WEREBR T EEIC DWW TR MR .

I S VTV DR GBI DWW TIMREEDNM T o7 2 & Z2n 3 5.
B LW s s GMP 23857 L T % Z & 2o ik HEE,

HKRT5
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f1)BE ID KUV IE : PACMP D4

UTIZRTHlE, PACMPA N CTELLEEZHNAT 570D D THD, ZHHITHE
DOHEXE L TRTZEZEKLTWDHDOTIERL, o7 Ve —F 4 ANARETH 5,
VIR TIHROAOFNE, 1 ORI LT L OOEHE 1 >ORLEFRAEE) 23T 58
HAOERFHETH D, 2 DHOFNL, EHEOMBICHEA TEX 2EEOEE (HHORE
FTERE) ZET 256 0EMIHEETCHD, ZNLOFEFIL, FIEFTAEELR PACMP %
FIACTEOME—DERTHDL I a2 T ZEH#BER LD TIEZRY, ICH QL2 A KZ
A 2D 4 BICFRBRINTWD LS, KOS TR O S B3 2 e &0l 72
T2, M2 HZ < OMEREOZEE TPACMP 2 FIflT 562 LN TE 5D,

TEE ID : PACMP Of] 1
1857717 FEda JFHE D B Pl
X7 71 OB

L R OV &

Z® PACMP 1%, &5 F#% 1 B RAI O FE O R 35 & O 12 B3 2 BUE B in
AT 22 2BRLIZbDOTH D,

UTIORT VR RX A NOIEBNZHESE, A7 v 7 2 TOEFEMRFIZIT, &KHh
OB LY BUTORBI I TA X ATHESNTWAEREL T TY — Ll LT,
EVERWHT I —THEET L2 L, T, FEMEDLVEWL T TV —THETLHZ
ENREIND,

2. BV AT AL F (QRM) DiEHE)
RERTHREFHEIMZONT, BV AV RX VAV NEFET D, MBI AT vxY
AV MIE, UFORNENREGEND -
o WMETIETICEET DAY AT RO A7 ZBRT HIE8 2 FE L, §F

{ﬂﬁ‘a—éo
o EfEME, BEAFOE LS ORGE TR K OGS 2 ER BT 5
B DR RETT 5,

o PHRMUMERAE TORBRN /LN TV DBEFORAZ IR AN D,

3. HEAYE
URITRAAL MIHESE, LUTOHERELMIZT~ETHD ¢
o FUEABEINTWOREFRTRIEShzr y M, BIMSh 2 /EFRT TRES L
L0y EBRRETHD Z L2RTionil, oy MfroRIZE N T, Blsh
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B BLEHTCHE SN IR DM 5 3 1y b, BUKBOHH K OSBRI
WETBRETHS,

EHEERATM - ST 6202 0MoSRMtiE, LFTOEBY THD -

o BiNEh M TRIE S NRIE | En A TG SRR oW T,
Yiigv » NMROFEEFEAr— vy hERAWT, BEHICREERBRZHGT S 2
o WEMET — X3, BHUROBAITHEN . Fi7z 7o B T~ 28 B L itk | 2 B
YlR~mE I D,

o BINENLHEFNICKT D, Ky FEEMFIEOMEIZET 28RS Z AN
ARETH D Z &, HUIRIZ X o> TZ OfEsRIL, AilElD GMP Gi# TO5 AFLAHEZR
FER. A2/ GMP RERAE, Xi3Z Ot )72 3CE  (Qualified Person declaration
H) LTS,

o EHMINDEEITIZIWT, FEEl O RUELEE LR CREEE O R & Bl 2
WEBEZHEH LD Z L,

o Hiftils Kk OME TR OBERMEFMATET 5 2 &,

o ARURREK. EHELNS, FHiM T m T 7 A NV R OB LR ICEE RN 2 T
&

o HFEEME UTHRHMAICEE T 5B LR ER IS AR RN D L,

o BINEN S RLEAT CHRIE ST R O - R ER I OV E MERRBR I BE S 5 akBR T 1A
R ERIEICEE RN &y

o Ot I DT,

X7 7N RONR T > 72 DR

PACMP X7 v 7 1 DNE PACMP 2T v/ 2 DNE
PACMP DR (ERHEEORER, AR | EEOLM)
ESNEIpAY 118 A i PH 2 OVl R O JRLE 1 FH &G PH O B AN 72 ST
(BT IHEHED HZ L ERT
A PR R OF il
59}
QRM QRM DIEEIR N 27 T A | DLEiEM LY A7 T A A
A2 N OBEE O MZZEENZ2NT L DR, X
X, VA TERX L MIEE
ERIETHEREREAT L
LBElx, Bl R 78R
AL N O,
e FL Fhid 5B L O, FEM | HERELH - L TnDd Lt x
FOREERBROFERBEIC | RTTF—%, FOMo)E LY
BT 53 EAZ &0, TOMO | NS TWnW5 2 & Ok,
W72 I RT IR W% | CTD ' v a v S.2.1 Tl
DFLHL, F) KON S44 EEO v MYy
Ml DR,

20



1B E IE : PACMP O 2
N T2 7 i R SRR D B P s
R T 7N OYFEE

1. Frim M O% i

Z OB OEFIZE M ATRE/: PACMP O 72 HIIX, 2o [FIRRGEFTM o "l#hiE 2 3
EBIo2LThD, AL, 12550 WIHEEOREZ 175 CMO % & e sk o & T
(BEIZFF AT/ RE S 4L, Y22 A seekn & 2 MIERT) ([CBERT DB, FRRONE DS
FReE o L, —BMERo2Z L Thd, HEOEFITEM /TRE7Ze PACMP TlX, ME
YA =P AL b RONICHQI DE 2 T A RHNIE T 5, AR AR OREHTH O A 7
—LRAEE DIEVTE T 5 — KA R BE TR OFIE MBI OFEEOEHE) 135 MG
O #HPH T 525, R LHRRRE TROEE (FEM INRE2m LT 5720
DAETELE) AN CTH D,

2. WEVAZwRY AL (QRM)
ENENORIEFTOBIRIZONWTREY A7 3V AV M EEMTH, MEY A7~ %
TAY MU TFONENEEND,
o B HUALERAE R OGS TREO I O BE A — REOaEEZRE, BEKR O
FL, Znox PHEOBRETE S L2127 5,
o JEfEME, BEAF O BT ISR O RS TR K OB ST A IER BN B 5 A BE
MOEFREHRTT D,

3. [RIZEME TRV M K OV e
ICH Q5E |29t » TIHEHET 2 [/ RE MBI OFHEIZ X, L FONEREG Eh D,

o JFENTRTOHMEER O TRNEERBOLELZ ML, SbicZhxTcoll
RIS SR E LIRS/ RIEEO ) EHAE (95/99 FFA XM %) ZWi-d
Z ek,

o EIN U RRMEMRATBRTE B O RIFELLRIZ IV T, BHERATR ORBI O SRS —E
LTWnWAhZ e,

o MMEEFE O, MR TROIE, Ry s &% o RE TROMREDS, R A
ORGEFTHCRI%THH Z &,

o AEWBOWEHTT HEANY T = a3 UGB EINTND Z L,

o JRIEDGRIZET 2HEBOFE RN, LEATOREIORRLE —HT L &,

4, BOEFTCOREEEIE
a) &R Y 2
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MAH |3 ZEHER RIS D V) A7 T2 A AV "eEiT 5, VA THEAAL MIIX
GMP B FIRIANE 4L, & B2, WEFTORER, BUE TR OMGE, 41T OB O
(Qualified Person declaration %5) & ENH XX THDH, VAT TERAAL MO RIL,
MAH 73, B4 mIC L 28OS OMEDOES, KOER L2 IFFT 28MNM7 —4% (XE#ZD
RIEFT CORENT —4#5%) OBSOERZ YT HBEOBEITe D,

bh) uta N F—3 5

BATO PQS It~ 7=, BERAEICHT e AN F—va v udl=r v 7T
YRONYF =g v AE =75 OMEERETHRETHD (AT v 1) , AR
AT BRIERT /> & BLD AFL S LT WET e OV B 1% O E T TRz I L 7z st oo, i
TR E 2 T B -0 F M L= F— a VT ARFOENZ X7 v 7 2 THRH
T 5,
NYF—=varowy MU, fWETROLE), G TR R oEHE S BFEET
HoN-RETROMME, BRI EEERA T — L THRONEZEET —% KT MAH
DEHIFRRERIZIE S RETH 5,

c) LEM

ek, ZEMRBIIESEFTBIED A 7Y 2 — L OHEIZ 2> TWS, IEKR O EH
ERBR (ICH Q12 @ 9 BB M) Z5de, ShEORRIEMHT 71T X 5 RS/ [RVEPEORE F
X, BEAT A =R Iy b A FOBEBRERFRESIIENT 22N TE S,
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R T TN ROEET SR 7 > 72 DWFZE

PACMP DE

2797 1DOHNE
(SEHE T EE D B %)

2T 972 DHNE
(BEE D EE)

NSRS

1 PP A OMHIBR OB

BRI RETLROLE LS

(36 FH &6 PH K& O . RO EENT ST
i R WA & EIRT
QRM BV A~ A b 7a | )R OEFERTIECET S UER
7T AR OEGE BRI | OE L2V AT ~R2 A bOD
HYRITTEAAL NFREDO | HEHE
Aok
Rl REME | RS REMEICET 25 | MERKEZEIZLTWDZ LEE2R
K OV e W, EHRAERBICET A2 | 75 —%

Iy A RED (T
D) HE L

AR AN
—vaV

YT =g VR O

BLERT A E OE O K ONE ) 7o)
V7 —a o OBE ; g TR,
UG E G OV T B s &
BIoanN)F—v g r OBEKT —
v

BUERT D Y R 7

BOEFTOFREICET AU 27
TEARX L FOFEEE

MEFTOREICET IV 27T ®
AA L NOFERIZE Y AHEICH
L CHEBIINE L DEETRHE
NkE D
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MNBEIF: 8BRS A T7H A 7<= P R hOXE— BEKH

VL FIR61E, MAH 28 ICH Q12 @ 5 #(Zit#i ST 5 PLCM O CEDOIEHE 4 i
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2. B—F—auNJ H—

3. FIéE

4, T4 Nba—F44 7

32.P34 | BEEMEDOT VA o A= NM
JRAEE © 10-20 rpm
RAIER : 15-25 45

3.2.P4 | FAJFEL - AL Bk K ORBR DT s (R TT)

3.2.P4 | AR A2 Bk K ORER DT 1A (FERTT)

3.2.P4 | FAJFEL : AVINFIH3 Bk M ORBR DT 15 (R TT)

%:EDéo?I; PACMP 3 &FBED CMCIZBEET5aIy b AV b (YT 55E)

32P33 | AT — UEEYERT D700, AGBHFERHIZIRH S D PACMP

32P33 | MEINZFEAFEA—/L (200 kg) IZBWTRIEE D A[REMENH 5 7=
W, REEROEO FIRcRIE SN 10 Ny FoRHEEsE2 =% —7
5. CMCO=a Iy AV K

25




ERE I SPEOERICH T OHARRRT Fe—F

SATEDERE DA

MAH IZ1%, AR SNTZREIZHOWTEATOSHEZ MR L. T D B EFTOIRREIZH D
EORFET D &M SN D, T DOSHER, JRIESCRANCEEEL 5> 2, 20T
m—FOEMIL, BMIZE S EAEL EOSHE~DOEE 2 FRICEET 5 L 2RI 2
ETHD, TGO SN D oIEOEFIZONWTEARN R EELZBIET 57
Ta—FEZLUTICRT, 207 7a—FIZE, TRTOREE- LS, #@a s
X, BEE T 2 R~ O RIRE XX FE S O i HIC K 0 oriE OB R 2 L3 % Z L3 T

=R

ZOT7Ta—FE, RO XD RGEIITEA TE R

ZDIIHTEIZ K o T B AL 2 BHE 7R B HE FEHE IS 50 Sl S 40T 7o AT
B, B, FREO—E0 LOVRRE R OBUE STV Witk (RTF R~y 7
2 X DEsEiBR, B TIRORRA L) | B D VITERER & O HUE S vz fRE
DRI 72 LEEL DSBS 2 ORBR 1L O HIEFEHEIZ S TV B 0HTiE (RAY
HSROBREE . NA AT 7 7 n U—GHESELO TEERL L R% W %)
W G ) SRR R R BRI IS < TR AT AE R A T 5
Wrik (A AT vtA ., FEARER, ELISA, #Fsktty A L 2 DiERSE) DO,
TTF N OLERBIEDET : ZEBETTIVDETIVA LT F o AIEE L 1Tl
SV AWANAN

HINFERICHEMIN TV D 00E GRBRIL) OFHE,

RPBEERELE LT, FERORAERELIINL, XA AT 7 ) u PG HEKNS i
JRHESEERLICERH SN L OE2ED, T _XTOoNENEHRE L 72 5,
ZOT7a—F 2T 570120, LFOFELEZTXETHD -

BAT O HTIE & TE LT D0 8TEOWEAL PRI V&R FEEERF U Ch 5
& (UWOERHIEERM A LM a~ N T 7 %)

BATORHTED /N Y 77— a9 FEMFHEE O EFEER | R T 5 0HriEIC b i
HT&nZ &,

NYF =g VOFERIZEY . TELTWDDHHEREITOSNE L [R1% 3E
NTNWD ZEMFEFESIND Z &,

BATOSHE L TE L TV D OMIEEZ AW TE LN RBRE RN EWVICFE%E TH
HZE, ZHUX 2 OOFETRHET RETH D : 5 112, PEL TODONHEN
FERAERZLTZOT 28, 2FE0, T RBUTONIETHONTENTEL
TWLONETHRONIZNCEDL LT, FUMmAEEHINLZ &, B 212,
BUTOOMTIE L RET DM EE M U TE O R 2 el 2 B e 7 L YA
NYF— a3 VERFTEEICEHINTWAD Z &, SOV TEBL TR T »

26



72 EBM,

o EEINIOHENBUTOONE & G LTRSS O MK A &« Db
BT DL ERET D0, BHEISNESWIEICHT 5 AT LA R
DENLSILTWND Z &,

o CHEREOLEE (Ko, M%) 13, KVELWHERELEAT L5
A0, HIOBATHHIC L > TRO LN TWAHAZERE . ZOHHAE AW T
B AivH ~E TIERW,

o ONNEOERICL Y BHETERRT — & 2T 2 BN RN &

IO OREN - SN SE, MaIMERRETH Y #7613, HliE/m~o/l

P SUTFEME % DI L W EE 2 FE T 5 2 LR TE D,

SNTHEDERICR T DHRERT T n—F

AT v 7L HHEOYEMEFRIREE (P ROV HHEORR 2 FHEi§ 5, 2Hrikic
BEOBEMNER SN T 585G (UV KON MS BiHiEE M L7z HPLC 45) | &4k
EONTEDFRICED HRETH D, BUTONWIELEEEZ TEL TWDo0E (&
O OB 13, BHERORILE CFEERFRI U CTHhHREThHD, B HIHF~DER
(FFr v~ 7T 7 4—nBIEMZ v~ NT 7 4 —~DEFEE) X, KHA KT
A v O HEFESNCTH D,
Bl LT, UFOETIIHFAINGD -
« DEHEFEARICTH AN T Lo u~ NI T T 4 —~DOEFE GFFE G,
A RYEBRD & A RPEBREE)
o TBEREFE R OV HTIEOFEIR A E U T B EXRIKENE~DOEFE (RT) HigETT,
I B IR TE)
o JFERDE U TH D BMZR 00 W FH W UM EFRN) B R E IS B S < BB~ E
BO(UV 2D UV, JEITEN B JEPT#E, DSC 25 DSCE)
ZOT7Ta—FiF, @MU LIE, ELOSIEICLEHATE 5,
AT w72 GHEANY T — 3 U FERGTEE A FANIER L, AN CEEE 5L &
Thb, FEhiFHEEX, BATOSIEE TEL TOD0IEDRE, JTONY F—v
2 FERFEEO MR E OBH S RO BRI E S RETH DL, NV T—rva Ui,
TELTWDOWERERT 2 BMICE D 2 L2 RGET 2 Lo ThRitiuEz s 3, 4
B EBUTEEDDHRETHD ¢
o TELTWDHEL ICH Q2 DJFANZIE » THAET 5 & Th D, MEERD 5y
HHEICBEET 52T X TOOWEE/ X T A —F % ICH Q2 OFL#IZHE > THREFTT 5
xThd,
o NUF—va UEMFEECE, D & bBATOONTIEOMGEICM H S -]

27



HEOICH Q2 IZFLH SN TN D Z DM T X TORMIEE, & 5 W IEOriE O
WG U TREREHAZZOLXE T D, HlzX, BUTOSIEDORNY F— 3
VCRRRNE . ERRE. BEROEEOFEATTON TS HEIE. PTELTWD
IHHEDNY 7= a ATH R RN, B, BEMCREZEZDLXETH D,
SR G E O PEFELEIL, OVTIEOMERRICH T 2 HATOEMF &2 K L T H &
ThHy., BFPRRIA RSN TEY, BUTOSINEDONY F— g IR S
7o b @ L RIFELL EICHE TRITEZR B2,

o NUF— 3 T, OEOME BRI T, @Y RE DO+ 7 o
B2 R 2 WATRBRICE Y . TEL TO S OHENREITOSE L R%N ET
HDHZEEEETDHIRETHD, FEEOFHEIIE. BATONFEIZL > THD
NDAWRERBF ONIETHLRDNRNZ E L WH B EZEDLRETHD,
oI, BATOSHNEE TEL TV D oHEE AW CR—RAEORBR AT 72 &
T/ ONL T =2 EFHI LI2GA1C, FUMmNEESHENLIXETH D,

o ONTEEZFENO HEIA~UID R X 55613, BE 2 B ealdE, SR UL Y
T 2T OERICLDEELN) T —2 a3 UTHHET 5 X&E Th D,

o ATONDLEENRAMIZ/D X5, FEMFHEFIIZTITOSHEE FELTWD S
PrEOW HFIZOWTEELWEMESRF L EEHT 2 & Th 5,

AT v 7 3 BUTOSMIEICEET B AT LA MEDHERL YL ZE L, k0N

FT — 2 ROPEELPFETEHEONZOMOIFEN HIIL, TNbilH3x, FELT

WD WIS AA T R E VAT AEAVEOHEREDOTEHE ZIRET HRETH D,

ZOEGHEITEBIT H VAT AEGEOHELEEITIT, PEL TV D oiNEEL—F il

BICHER LG EICH 2« OWRBEFMET 2 72DICHW LN AT X TOERERE ENS,

ATy 4 N T =g CVERGEEEFAT L, EOMREFANIHE L7 5T

EHT D, TRTOREEZE- L COIUE, ZOoWEITERT 246 H Bz

STWNDEHBIREND, WTNNOIEEERIZ SILTWRWES, ZOOITEDER

AT e —F O & 720 | Ei & TR R,

2T w75 BUTOIERFFOBLEN D, ZERIT IV B SN I8 2 D

b LbE, BitT 5, SFEONR) F—2 g o THELNEERICESE . Bz

ESME T HEREOUGET (Rl ok, %) NLEE IhD56, il

ITHHNC K > TROLNTWRWIRY | ZOERZRN T e —F 2T 22 L13T

TR, BT, OVHEOERIZ L BEEXIERT — 2 B0 E L SN 5EH, A

T —FEMEATHILIETE RN, DFED SinEOEER, BEorett f

PhPE. MR, EE. [F—MEXIIMMICEEEZ RITT O TH H X Tk,

AT w7 6 FEMiFTEEOHEIEAECIR D LY T — 3 v O R &2 SCEL LIz ik

EEERRT %,

AT v 7T AEFEDPQS THE SN TWAHHANDERFIEIZE-> T, BELEFEMT 5,

28



AT w7 8 ZOFIREITT-AER, FeRIERPH LT BRWEY (X7 v 75
B | BHIROBEMRICHE S T, RO FEMZIC, SHEDOERICET 2 F#% Ml
ZHELRICRHT 2, Zucix, BEH IR oinkofl, EiFtEE, Y7 —
varOREEEEZD D,

AT w7 9 BREDE=Z ) T HFETT D, REOEFEHRI AT L (K2 2%
) 12X, BEPANTH> TEMEDFERIED bW 2 & 2R T D%
BAREICHE L, CEET_ETH D, MO, EERZITANATRETH 72 L0
9 fitiam & LILFLT RETH D,

AT w7 10 SHHEOELIZEET 2T X COEHRE ., X4 R OPFHE OB R T
EHEOUH L TR RETH D,

29



