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Conditions (2B T 2R TONTEY | KMBRICEODNFEEHL LT & X
BB OEFEFHENLIEL ROV TiEm M THLIL TV D 0_@%ﬁ%
RES T D720, DNEOB L ORER T EMOFHEIZ OV T, BRI/ FIZ
WU ZRH L AL TE 2 B OV TR EZITo T2, ZOBRETO—5iX
FORIERLGE 7 +—7 5 GER, 201742 H) TAFRI N, @Emictish
f:?izo

LUF W&LT AARIER S k7 e~ 7o 70— ST DD
VML U 7= 7GR %%/%ﬁ%@ﬁﬁ@é@m_%Lf@ﬁbtﬁ%%ﬁf
F o B ICHTEIE S OEGE R BRI T RN KRR FEEOHEHICEET 5
é@m%%\ﬁﬁ_Qu%%wma@%ia%:@%iﬁu%of%%ﬁé%@
HEFREAH Lo, AREEIKRFHRICEL T2 x T o2 &
ZHBETHH D TR0,

L. Tasy -7 7=n R¥aAxA b (BEERLOABFEDOT-DODE
BRIt {bE R, CTD) ) %65 2 $i~%F 3 FiICIE, FFAHE Y 235U 5 FIE o2
% RERTIEOEOINE A HWT 5 72 DI BRI OFEM S CRRBR T IE A Rk

INDH EERHEET D,

o



AMEETIE, L EAGERGEL OBRMA TR ORNREHICE L TEL
L7gwy, iz, AARERFITET 2K KOF0E R I il 7 E O 7 1EIZ B
T 5 AR, BKMNERS (Ph. Bur) LUSKEZEFS (USP) & OfFFiiz>
WTZ ZTimLAERITARW,

AGRHREE AR EICR T DU M OFREBRGIEM O H O GBULICE T 5%

2.-1 HRE M ORBR 5 VER O Feal o Bk
DETIIRFE R FEE BT 2 HE M OFER 1AM I35k A & fld 3 D BS,
HASKG HOFEICHE T CRtdEi T2 Z &N HER SN TE 2, ZOHEEBAE LT,
AARIE/TICHERIT 5 Z LI L0 HE L OSBRI EERGE OB ERFRY 72 <
Bz biv, PR b EFOMBMEAT 2E121E,. — R L TEBITHE LR
BIEOIERRE OEKT 2V IR LESEZHET D E2RHICTHD
ThdIENFETLND,
AARIER G OB R ORERT1E (K7 v~ 797 0 —I2 X558 Oft
FHOFHEE LTI T O EEREZ 2 b5,
o UK, i, BEVHOPGIEIIFIEOGLHE A O BRI 72 50H,
o PRERBRICHWVTIL. AR & SUENAIR O v — 7 AR & i U, IR %
WTE,
o WHHFEXDLLWIEIREAOGH L ITHTIC, RFBAITERSINS IHEE] kO
[EfE] ORGEEMERL, XFEE LTERE,
o ENIIBITHRBREMOERMEZZE (EXy b, ART T A aDFEORF
Eo
ZTO/RELT, e L TEBTFIENPAMIZED b, (bFERRFEER
FEDOHFEN HIVE, BE - BEMMEGES R GEZ bR EICE W THELT
HZENARETH Y, HIEEENPETH D & WO FEBFIET D,

—J7. BARIERFHFEMOFLE T EZFRA LTV D8 TORGRE B [AAROF
EET L0, EHENRERDLRD E LT ORRREVRIERTE 5,

o GEAETIZUSPICHED, 3K, aE, BEIH L OFIRIIZIRE KL L0,

o HEERBROHME - HEEKIEIT% KL IND 7 —ADNZLU,

o HAMETIX CTD & 3 #ORENENL X 2T F—aI v b AV b (KGRFEH)

Thd LIRS TN,

ZORERE LT, BUTOAGBHFEELZTIRZICER - EAT 21213k D L9

e WNEE 72 MAFAEL TV D, BID



o OPEOFERE TIL, RIEFORHH T EDOEFITKBFRHDOLL LAl S,
R 722 B Foipe = D3 T4,

o HENCHEEBHL TWAEEMCIL > UL, AEE CERANERDZLICLD
HHIEENIAE,

o FHTHMERGERT THEM S N DWBRICE L TiE, SMETIISRE TR E MR E
TONETIEEETRHRE DM ERET NS L7720, SMERLERT ) 5 EN RS IR T
¥H O RILERBILEDJRR L 7> TV D,

o MNEEEF TIZAAER FBHINREL TEHT ., EEHENRBRGIEOEX % B
fift LT,

2.2 B I OFRBR HIEM O e O G EML D 720 ORGSR

FREOABPFHELHOBIRZE E 2. ARTOEH - EH LOFE 41,
W 5720z, oG E B E LT, MERERICI T 2 HBMEHESS
D%, AT IS (Bl 218, EERE-ORENARS) ORERT
RO SREXER, BB EDOERTITOWV T ORI K OFRER 715 ~0E A
LT, UTo X2 ITkmat L=,

o  HMREBRICHWONAOHTICE L TiL, BIFE CTIIBRERE CofriENY 5 — 3
NZBEATLOHA RT A4 (ICHQ2 (R1)) IZIEWFHli SN TRV | Ul iR R
FIEFE (Standard Operating Procedures, LA~ TSOP) &\95) DFfi & bl 722 Hiffr
BIRFHRENERIND Z LITL Y| ARFICHRIEE OFRRE 2 FHMIC Fod L 72
< &b, BERTICRIT 20 OEE « KK OFRRRMEIIRIEEE B2 b D,

o HEERRBRICH T B HRAE, I EHEYED%FFE (ICH Q3A (R2)) (B L TiE, A%
HI A RE L722VMLO & 5@ 2 R M, 1 B IR KEEG &R 2 g LT OBE120.10%
XIE1 BERE 1.0mg (EH60MEWE) & INTEY | %ICHE L TR g
HINDZ ErhEplcodsd,

o HIEREEDOHIMMEIZEA L Tk, AU TFLEUNEN T2 2 & KUK ETHILE
HARXRCHEH TR EELR T 2 LICk Y, MRETREEEZLND,

o  TARUAMEORERTLLKOESEEZIHRUCLHARTICHEL TL, BEVERE %
X5 &I D BRI G E RS CE A SN A RBR ik L3R e 0 . BRI E
NIPESND Z &N, BRET—HXIZHS X SOP 2@ | S, BEIEC
EififnEans 2 &tk FEEFESEAEOSHIINHHM THIRELITAEDT
RNEEBEZ NS,

3. i A
UL LD G, ARHFEE KR EICI T 2 HE &K OSBRI IEM ORI
BL T, LFICRTREFECEE L LTH, REBRFIEDME & RFET



% 9 2 CHEEMZEIT W E TR LT,
o i/ v~ 7T 7 t— (HPLC) %% MWW MiERRERIC IS 1T 2 Mkl & H g
D%FERLo
o HPLC %% HW ol B RRER ) OVE BEIZ 3817 £ s VA IR S DR EFR R,
e HPLC %% H ol B3R ) OVE BHEIZ I IT D T FIE DO G & B,

7e12 U, MG RN IERT K OVNE S E SR AT AE MR Tl AR A
FERS (Official Medicines Control Laboratories . VA TOMCL] &vv9) & LT,
EIHGLOMEMRDO R THAINERRZ I L TW5H, LI -> T, Yk
AL OBRLEIRFEEE 1T, FBREMPTIC W Tl 72 SOP 2%k L, IRERERE
Ml &7z o T, ERFIZIEESCHNZ OMCL |2 SOP E# 2t 2 MR H D Z &
AL T D,



fHgk—1 G

R BIERR DB 2 )7

ARG E KR ELHAGEHAA LG E0RHEICE L T, AAERTASR
PR3 D HPLC 12 X 23BREICREHEH SN TV D EFE A FRt F# Cridli ik 2
S, FCHBIAER L7Z, ICH Q6A K TN Q6B D%f54: & /e B A2 4HE L Cid
HWHNIRFST SN TOWDN, WA RTA O GRE72b72 W EEMIZBEALTH
HHZRAEEE X5,

LU O & B U itdisl 2 1ERk LTz,

o EHEFHOKE LOTHEOBMICETH &,

> HRAREICOWTIHRERGTEZREE T 52 L,
AR 2 S RBLZ BT, BRICEHHET 5 2 &,
o OHMEFAIC R THEW DO RN &,
> AONTERET ISR IEMC B D FIENFET D 54121E, TEE EoEE ) ([o8
G U OB R O ERICEET 2 Bl 45 2 &,

o HMOAIEN—FTIITIETE DL Z &,
o BUTOHEREMELFEMICEL LN
. ﬁk@ﬁ%%ﬁ%&m:&
o AARIEF/FH O - RFHRA] - —EERE ZEEER LCEETH D T L,
. %E&UE%@)/~x&Ux%~Amk%&%@%@w&m:&o
HAs R OB AL O ER ZWAMIC T2 &,
Z D LT,
o [EHEMICEAMNH D Z &,
o HEHKFOIRI L THREERMLOARPFEICOEAAMETHDL Z &,

A\

F7-. I TIIEE R ORI IEOTHERZE 2 AMICT 5720, ICH Q6A.
Q6B KUNHARIEF/ HITHEH I TV HEEZAIEER R Y W T, LT RH L
BEE LT,

o HRBRFGIE

o BURSAEHIE L E

o Tk

o HBRGAE

o VAT LA

o S EoEE

P 7 R ORHRLEIZES LT, BRBROFEE &K Ot ROFEIZIG T
TRl T & TH D, ﬁ%ﬂ@mgaﬂﬁfz@h B AN /Mlﬁlé?ﬁt%ﬁu%ﬁ (k¥



Kk, MEBERET DO E) OFEHEBINE L5,

WIRFABRLZER L Tk, —EEOK (B D WITRE) 2z CARE RS 5
AL ERN—ELERDEICTANT v 7 L CRIBERY (74 VT v 7k)
T252007r—ANEzZLN5, OOg/L (mol/L) DORRIZIRERLEZIT I HE.
W7 4 VT FETHMEND Z L 2 BN 52, KREBOTH CIImE %
XA E&RREE Lie, BARZREIROFEEIT SOP IZF#iT 5 Z & &
T 5, ok, BROFARFEZDEVNVSIIBERICEZZEZ H5E8(1C1F. &R
REZEICAVWTHLREAENMFEAREGEYGEHET I LIV ETH D,

T2, BASKEG &R DEITIEIC OV TIL, HEBIOERE LCRi#E L
TW5,

ek, AREHEHHIZTETOr —R %2 D NN—FT25 O TIE W, AELH TR
SINTBZHFTRE - AL EZ0, thor—AThEHAMETH S, Kik
KRB EOERICH - > T, YRR STIEONE ZRFET 720, 7r—
ANA Y — A TREEI AL ETHH Z LIFE D EFTHR,

1) AL A RERGFEOMERR GURHAIRZ AR LSRR L T 55 8) okl
F7aXY L EETMEAY E U TER LTl 2 LU T ISR,

B B RCH]

(2) fxwmYy
RBRITE WIK 7 v~ N7 T T 00—, EAMROOLESE, ©— 7w
A, EHEE -l 2 OFRWE 0.20%LL T, MRIEEME 0.50%L0 T
&% O¥ERFIE (%)
=0.5 X G UBHEIK DOE 2« ORI EMEERIR O A 7 n P v
WHERBDE (%) =05 X EHATR OB WE At SRR O A+ 7 1 %
VANV
ST Tk
FUBHATR © Adh &2 A BUIRIZ % (0.2mg/mL)
PEVEER IR« RUBHA R 2 A BRI LS T 200 5 IR
AWK - K/ 7T R=RFYERK (6:1)
TEARE : 10 uL
FRBR S
HEWE 294 nm
NI F I ETN YU v (Sum), NEE4.6mm, F
X 25cm
717 MR 45°CHRT




Fehi L DIER - ez THEEL, KBS U TRE M ONEMRICIRIET 5.

BEhte . ) VBT pH2.2 TSR LZBEREST )DL (54gL) R
UBFBR 7 V> E= L (Blgl) BR /"7 FZRJIIER (65:12)
TR A7 a YT OREERK 20 43
MR HE S R — 7 OB DA 7 a X v U ORFHREM O 1.8
(&
VAT M
B HH O - FEYETRIK & F BRI T 20 (IR L7204 7 a 43 o8
EHEREOA 7 0 XH 0 D 4~6%
VAT AOMERE A7 edY vy (Ipgml) KOA 7 a xR
VAR (0.5 pg/mL) OFEPIRIRIE T, A7 X%V PR F VR, 47
a2 U DNEIZEEH L, B 2.5 DL E
VAT LADOBHBME SRR O A 7 1 L OFERHERERZE (B L
6 1)) 2.0%LL T

R

HURSAE,HIEHE L, B GENMERE T 5 X OIS 5,
ARG ECE = HE LML TV HGE. TOMOFEH T —2Z HETH L Z &0
B G20 &P, B2 AR L TH R,
AEHEIR OIREITH LB TR SN TV D, FRITAR T 2R OIREFPHNEE Ch
LHEICIE, TFEM EoERE) ISR T REBFEROBERFALIEET & Th 5.,
()BT pH 2.2 (ST L@ HEB T FU v A (5.4 g/L) KOEHAT =7 A
(3.1 g/l) /7% b=k UL (65:12) ) X, [HHic—EB&OKEZMNZ, pHM
BUEARERZAE L RE GRS 27 —2 (A & TIREMICTZ 4 LVT v 7 LT
T U7 2 VI E IR TR 2 77— (B) ) " D0, EEORE., pH LNE
BHBROERPID OHPAICINE D EHEINDZ LD, MEHELAET HAHEYLER
#HELTZIANLND, =77 L, FEBIC LD ETHELS 2 2086 SOP 1230k
SNTWDOREND D, £, FHMRBIECRE R, pH X ONEG LN ik
REDHER DT DITRD DAL, ARHFEEOIIIMEROEE BLTO A XU
B) ¢F5ZLBMETHD,
A: BEFET NV U AT.0g ROEHRET > E=U A 4.0g %K 1300 mL 23R
L, VU@EMZTpH22 IZHFHEL, 7 h=rVU 1240 mL Mz %. (H
A 7axd s o oBs)
B: #HEEMT NI TUATOg KOEHET V- E=7 4.0 g Z2/KOOmL 12
L, UUmeEMATpH22 ISR L%, K&EMAT1300mL &L, 7k k
=hVUN 240 mL ZMZ5.



o RHOMERBIZERIT D THEHERNZZ ATFRIRIC T 20 AR L7247 v 4o o )3 E %
WROA 7 X% D 4~6%) L1, HEERK 1 mL # ERICEY, ARIKEINZ
TIEMEIC20mL & L, ZOWNBHE-A7axY > O —7 HIED, HEHERK O
TaXY DO — T HIED 4~6%IT70 D T EEMRT D) VO BEE S B bR
LIESBEa0—BITh 5,

2% . HREHEG (ARA7axy oy MR

() EaWwE AEEIIEERET TITH . AN 10 mg 2K/ 7 F= kU WRIK
(6:1) 50mL (Z2 L, MBHRRE T2, O] Il mL ZIEfEICED, K7k
F=hUMREIK (6:1) ZIMZ CTIEMIZ20mL &9 5. FIZZ DK 1 mL % 1EHE
WZ&Y, KT7TER=bFUIWRK (6:1) ZMMA CIEMIZ 10mL & L, FEAERIK
T 5. BRI L OEEEYAHR 10 uL T2 & IEFEIC & 0, IROSGHFTIRIE Y n~
7T 7 4 —<20I>IZ X VEBREATV, ENENDRDS A~ O — 7 HitE % HB)
FEOEBICEVHET S & &, RERHEKOA 7 XY L UANOE—7 DK 2 D
v— 7 HEIE, EEREOL 70X O — 7 mRED 2/5 fEL D KREL R
W, F, EoovY—7 OAFmEMEIL, EEREROE— 7 EEL YD KELAR
Y
R R
AR - SEANROOLEERE (AE R 294 nm)
BT A NEE46mm, £ 25em DAT L AEICS um DEIK7 v~ K7
T4 —MAI EZT N VLT BTNV ETREET 5.
7T KR 45°CHHE D —EIRE
BEhtE @R NY U A 7.0 g KOERET E="7 A 4.0 g Z7K 1300 mL
ZENL, U UmAaEMATpH22 IZHEEL, 7' =KV L 240 mL %0
Z5.
W AT X ORFFRERI K 20 21070 D X O I 5.
HFEERPE A O — 27 OB LA 7 x4 2 v ORI 0K 1.8 %
D
VAT A A
M ORERE - BEYERIE | mL 2 EREICEY, K/ 7' =RV LEK (6:1)
Wik AN Z CIEMEIZ 20mL &9 5. 2D 10 pL 2> 4 7 F 430
DY — 7 HWIEN, EEREOA 70X P O — 7 HIED 4~6%I272 5
LR T D,
VAT AOMERE REHAIR 05 mL 2 L 0, A7 axh o Ui A FRDIK,S
T F=hUIRHR (6:1) #HE (1—20000) 1 mL Zx, HIZK/ T
T h=FU/WRK (6:1) 2z, 100mL £9%. ZDOWFE 10 uL IZO X,

9




FEOFHTEET A X, A7 uX VL U ATF IR, F7axH
DIEZEH L, ZONBEEIL 25U ETH 5.

VAT LOFBME - BERERWE 10 pL 120X, EREOSMTRERE 6 BV K
TLE, ATnXY Lo — 7 BROMMEERAIT 2.0%0 T Th 5.

2) AbFARRIERSFEROME R GERWE OEEYE L0 EERREER T 258) ©
R
TAERT VL BEETIMMEEY E U THER L 7230 #i6 2 LL R I2 R,

B B LR HU

MERER TLARTUT VA
AR AGE - S AT RO R E I, WO
B HEREAE . 7 AR T U v A, 5S%EAT GEHARED, 15%LL T (GERAILLIMNEED
TAETI A (%)
= [Ms X {(Asa1 X A12) — (Asa2 X A11)} X251/ [Mr1 X {(Asal X Asp2) — (Asaz X Asp1)}]
Ms @ A A% F AEHELFIE (mg)
Mr : A EEE (mg)
Asar : BEVERSHE (1), 282nm  Aspr : ARYEIAIR (2), 282 nm  Asa @ AEHEIEWR (1), 304 nm
Aspy : BFHERIR (2), 304nm  Ar : AREHAWK, 282nm  Arn : AREHAWE, 304 nm
SN
WEHNAW : T ART VU BEVATFIVANEKER Y RICTEME (K5 mgmL) L, AX
J =M TAHAR (K9 80 pg/mL)
EHERRIR (1)« 7 LR T U v BERERZ VA TF IV ZLARF v RIS TEMR (K 5 mg/mL)
L, A% =AM (K 80 ug/mL)
RMERRIR (2) @ FA A ZF UAEHER ZREHEETR O 4 FEO VA F L ZNVRF T R
TR (905mgmL) L, A%/ —/ZTHR (K 8 ug/mL)
22 BRI - AR IR & [FRRHERAE
AR
BIEWE : 282nm, 304nm PR Z2aABRIK
FhE EOBEE MBS U OB E L ONERECERET D

R
o HHBEME DA - EXATET 2501E, WBRAEORRZ IR T L.
. (7 DT U vy BAERESL A DA F L ZLRF Y RICTHEM (85 mg/mL) L) O

10




Ao, [TLART Y BEEMII-ERD Y AFIVANKRF Y Rz TaENT r—
A2 (A & TTART Y vy BEEBIVAFNVALEFS Y REMXTENL TR
T ANT v TTHr—A B)] BHHB. WHZKH LTV, ks, BAER:R
R OF AT SOP ICRE#E L. R OMBGIEDIBE NN IR RIS EEZ 52 256
(20X, BRUE LD RRE FIRE 2 Y) e fldl & T 2 MR H 5,

o FEMFAR/TLART VB MERBROER LTV, Lo LalBhaiR, Y
WIRERERLE L2 e, LUFICART A LD ICHEREZEET 5 2 LA AR
Thd, TOEHE, EHERK (2) IZBITD T4 AT B ORI T 52 2
FZV R F v RITRBHA RO 4 (58 ThH 2 L EITR0,
TLRTIVOUA (%)
={(Asal X A12)—(Asa2 X A11)} / {(Asal X Asp2) —(Asa2 X Asp1)} X Cs”Cr X 100
Asal : HBEERIR (1), 282 nm  Agy : BBERR (2), 282 nm  Ase : BEA
& (1), 304 nm  Agsy: BBHEERRK (2), 304nm  Ar: SAFARK, 282nm A :
AHER, 304nm Cs: BERRKR Q) PDFTARZ2FURE (ug/mL) Cr:
HHEBARPOT7 LERT) U BEE (ug/mL)

& . AR/EEE (ART7 L8T U B EERBRBN)

MPEERER 7T LART VA KREOT ART U 2 BEAELK 50 mg T 2 K5 10 &
D, TNENTAFIVANLARFT K10 mL & EFECIZTEN L, A% ) —VENLZTIE
250 mL &7 5. 204 mL T OXIEMRICEY, AF /) —/LZNZx TIEMIZ 50 mL &
L, aBHAW M OBERERE (1) &95. BlCHA A X F U HEUERLK 20 mg ZAEHICE&D
AFNANARF Y RA0mL & IEFEICIIZ T2 L, A X/ — V& Ix CTIEMIZ 200 mL &
T4, ZORAmL ZERECED, A¥ ) — N EMZTEMIZS0mL &L, EERE (2)
LD INHOWIC O, FUBNAIK & [FERICEE L T Z=RlBrik 2 xR L L, R4 AT
BRI EVE<2.24>12 L VB A1T 9. IR 282 nm KU 304 nm (2R 522Dk
HEZREL, RECEIVTLAETIV VU ADEEZRDDLEZ SUUTTHD. 72721, 1
FEIDIS OB T B BA DT LR TF Y 2 A DRI 15%UL T TH 5.
TAEAFRTUV I ADE (%)

=[Ms X {(Asa1 X A12) — (Asa2 X A11)} X251,/ [Mr1 X {(Asal X Asp2) — (Asaz X Asp1)}]

Ms @ A A5 F AAFHELOFFERE (mg)

My : Kb OFFEHCE (mg)

Asar @ FEVEVEHE (1) O 282 nm
Aspr @ BEHEIRUR (2) @ 282 nm
Asar @ BEHERIE (1) @ 304 nm (2R W EE
Asp : BEHEWRK (2) O 304 nm (T8I DWEE
Aty PUEHATR D 282 nm (281 D WL E

B DU
BT DU

iz
\z
iz
\z

11




A BRBHATE D 304 nm 2B D WL

3) ALEA IS i A OO TE ik D RE s
T A M) A= NEEEET ILEW & L TERR L 7Rt &2 LU ISR,

B B LR HU

E &
RBRAVE IR v~ 87T 7 4 —, EINOLLESE, ©— 2 hifE
T A MU F—/L (mg) =MsXQr/ Qsx1,25
Ms : = A kU A — ) VEAEFFFRE (mg)
Qr : WIEEME T+ 23 BHRR O = A2 F V) A —/L DL
Qs : PEEEME KT DAEERIRO = A N U A—/L DL
Gk LIRS
ABHAR « AR 20 AL LA AR ET 5. %x_m%me\ﬁ(m2ﬁ)ﬁ~»@
BELLTHO02mgmL) S, 5EBEOAZ ) — &RV ERSEEE 3 BTV,
ﬁﬁﬁ%&é.W%@%W%mz,x&/—w_fﬁﬁ(iX%)ﬁ—wmumym)
FEAEYRR « = A Y A — U EEHE A A 2 ) — VIS TR S, PIREEIRIEZ A, A4
=M THRRL TRBHEIR D 25 5@ & 45 (A MU A —/4#) 10 pg/mL).
7, PUEEERIRIY, REHARICE T 5= A N U A — L EER ERI xS 2 AR HEY) B
HEEF—IZRD X ICINT 5.
PAEAESIE - = A N U A — VBRI L BB RA F Vo A 2 ) — W ZE#E (0.2 mg/mL)
FEASE 1 20 uL
RSN T= A MY F—)v ) EEEER
VAT AEAEME T2 A MY A —v ) EREE
FEhii L OEE
BT U TR M ONEREIC B ET 5.
T A U F—/UEEHES, ¢ 105°C, 3 NP Rz

R

o BURME CHIEEMEICI W T, HE L THIET 25813, XX~XX % (BiKDHE) |
R IXX L L) ) % L i#lid 2,

o TEEMEORERSEM) X, [T EOEE] IZREET 5,

o HERRIZBWNT I -0 25fF&EET D) Lid, AR A M) A —/VEE ERED 12
D 4mL ZEMEICEY, « « « AXJ—LZMATI100mL & L, EAEREE 5] 72

12




EOFREMEIC L HHE Eo 25 (FEHAR 2 G & Th D,

o HEXIZBRT=A NV A—NEE EEENLEBL TR, Lo LilEHATK, fEiE
WRAERERLE L2 e, DUTICHIRT X ICHEREZEE T 5 Z LAV AlHE
Thod, ZOHE, BEERKITFBHRKD 25 58 Th 2 LEITR 0,
IXRM)F—IILDRTEICHT EHEE (%)
=Qr1./Qs X Cs./Cr X 100
Qr: NIZEMEBIZHT HHABMBEDIR A —ILDL
Qs : NIREMEIZR T HBEBREDIR M) F—ILDLL
Cr: AEBABRPOIR M)A —ILOEMHEE (ug/mL)

Cs: ZERRPOIR YA —ILEE (ug/mL)

2% . Almiidll (HRTA U A—/V8E  ERIEHREE)

EEE R0 EEZED, ZOEELHEEICEY, HRETH. ZAXA RN A—1
(CisH2403) #9 1 mg IZxHET D EAMEEICED, KSmL ZEMIZNZ, BEKEE2HNT
A2/ NS S, AKX = 25mL 212 T 10 43 RHE 0 IR 721, mOs0EEL,
EEkEED. FIZAX )= 25mL 2N, [FEROERELZ 2 BEVIRL, EBRZGD
, PWEEYERIK S mL 2 IEfEICINZ 72k, A%/ —ZMZTI100mL & L, sBHAWK &
5. BNZ=A MU A — UEHER & 105°C T 3 B2 L, T 0O/ 25 mg ZFFBIC®ED, A
H ) =R L, EMEZ100mL 95, 2O 4mL 2 EMEICED, PEERIK S mL
ZIEFEICINZ 724, A X 7 —/VZ&IZT100mL & L, HEHEEKE 35, sEHAR & O 3
W20 uL 1o &, UUF =AM A—)b) OEREZHERTS.

T A MU A=/ (CisH403) D& (mg) =MsXQr/ Qsx1,25

Ms : =& b U A — VAR OFFEUE (mg)

PIEYERIE A Y A — ViR L EEBR A F VD A H ) — )V (1-5000)
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fHik—2 BUTORREONEZ LT T HERCEE T & FH

o BUTOEREOTLHNA %, HEFHE LR CABRIMLTLHICEE T 2B bR —1
(R L= RE il & BN TTRE L B2 5, T2 L, MUERBIC B 2 IRE RO
B6 GOHENY 7= a VIZBW TIRERBR TR E L SNDHHTHERT A —2 DX
TR 21T > TV D5 E) 13, BURIEHE AL %RAICAR T 5 2 L I3aEe) Tan
LEZ NG (RERBROSEOLMG] Ex OBERME  2/5 L0 K& 2w, @
TR ONE 2 OBIGRWE/ RO A 7 m 3o ),

14



3

1 EIERLELERERRR 2016 —BRMENEAL X2 T N —H A = R
e, (k) ClEH. P28 410 A

2 KH Mt TR LR OB T EOAE L (2) ~MbEm DB N D DEEE~ |
(ASEBERHIAREEONRE 1 -15 KB ITI AT, BifE ICH Q12 Tk

ENTWETAS TV A TN~ DA MCHEELEZNE 16—25 M BE25
@)O
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