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2.-2 JKs K OFRBR FIEMR O L O A B LD 1= O %
FREOAEGRAFBELHOBIR A E 2, ABEOEH - A EO TR x 28T 5729
2, R OGHEULE BV E LT, MERBRICRIT 28U, HELEO%E L, FHT 2
RIS (B 20F, EERECREHARTRS) ORERLLOELESEA, EEAS0X
FEAIZ DWW T O K OFRBRGTIEM~OEAIZBEA LT, LT O X 5 IiF Lz,

o HFTBRICAVOND MBI L T, HAECIEBIREE CONIENY T— 3
NPT HHA KT A4 (ICHQ2 (R1)) IZHEWVEHii STl Y | U 2R R 2
FJEE (Standard Operating Procedures, LA T [SOPJ & 9H) ¥ & ji U] 72 Heflv
BIRFRENERIND Z LICL Y, ARFICHAILE O RE 2 35 Fodk L 72
< &b, BEFICHIT DO OERE « KK ORFRMEIIRAETRE L B2 HiLd,

o HEERRBRICI T BRI, HE R HEDWHRGE (ICH Q3A (R2)) (ICBIL Tix. A%l
B 2 50E L2V o & 5 5 A3, 1 A e KRG &2 2 g LLF O5E120.10%
XX 1 BERE10mMg (EH00ME0NE) ESNTREY ., %ICHEAE L TRMNE
HENDZ EREFTH D,

o CHIERMEDCHMRMICE L TIX, AT 2N T 5 2 & AR ETHILX
FHRASCHE T EZEERR TS Z Lk, MRTRELEZEZ N5,

o  TARNAMEORERLEOELEESIERNCLHELRICEL TE, WEWVERE %
LT % AR IE RS S AR E L3R . B SE
NRESNDZ ENnD, BART — IS X SOP Nt BE i, HEF e
HEififeEasnsZ ik, fEEFEEIEAEORHIINEH THIRALIZAED
rnNEEZHND,

3. fhEm
LLEOKREN S, KREEE KRBT B EE L ORI EM ORI LT,
VITFICRTHRBEHIECET LE LT, RBAFEOME 2 RIET 2 9 2 CEREM RS

W7 E s LT,
o /IKZm~ 7T 7 — (HPLC) %% H\W 7= #iERRBRIC I 1T 2 BIRSE, & AL
D%FEFC,

o HPLC %% 7o il BRI N OVE BHEIS I8 1T 2 o U i 5 O IR FE R AL
o HPLC % & W 7ol B2 BRI M OVE BHEIC IS 1T 2 i A D &4 EF S B

7212 L HOT AR e AT M OV SZ B = i AR A FE P T, ArDRBR AR (Official



Medicines Control Laboratories . LAF TOMCL] &2 9H) & LT, EFEMLOMEMRO LR
ThHNERBRAE T/ L TN D, LI > T, YakEEGOREREES T, BRI T
IZBWTHEE) 72 SOP 28l L, INERBRFEMICHT- > T, BLERFTITELANZ OMCL (2
SOP A4t T 2 MEN B H Z & 150 T 5.



fHe—1 Gkl

R B ER DB 2 F7
ARHGEE,/ARELHEZ AL LRG0T LT, BARERGFEFERELO
HPLC 12 X 2RBR& IC il SN TV D BEFE 4 Li et Crodiiih 2 Mt U, so#lill 2 1Bk L
72, ICH Q6A J T Q6B Dxf4 & 72 BRI A BE L CRrdlk Bl IMET STV B2, [l A
RTA4 OB bR ERMCELTHLHEESBAEL 25,
VLR D % B 18 st & 1Rk L7z,
o ZAHEHOEEEOFHEXOBBIZETHZ L,
> TRRRIREIC OV CORIRERE L AREL 352 &
> RRAZR KBRS, SRICREETZ L,
o OHHLFRIC A TRIEVWDRN &
> MR ERICRE S IEMICE D FIANFET 25A101F, T3 EoEE ) 124
BN U CORE L ONEREICBET 2 BiEfiT 5 2 &
o HHMORER—FAUTIRETE D Z L,
o BUTOHELMEL FEMNTEL LN L,
o TR A ESL N T &y
o HARIERFOBAI - BANRA] - —AERBRE ZEEERA LR TH DL L,
o BEBEKROEZEDY Y —ZARVPAF—AICKEREBHZRNRNT &,
o BUSKURBR IO ERZ kI TS Z L&,
D kT,
o [EEMIZESER DD Z L,
o HEIMOLI O THRRBERLOKRBFZHICOHEAETHD Z L,

F 7o RLEWTIIHUE K ORI E ORISR 2 AMEIC T 57290, ICH Q6A, Q6B KT}
AR T I ST HEEZE ATREZRBR Y VW T, LLFTO R LERE LT,

o HABIE

o HURIE ) E B UE

o M A

o ABRSM

o VAT AEAVE

o Eii LoEE

P o7V 7 R ORREICEE L Cid, RBR ORI M O 6 R ORPEIC S U CREsid
X ThD, BAOEERBR CTHIUE, 7Y 7 EECRTLE (R, BRERMTS
DINRE) OB NEL 72D,

WIRBLCEE L Cid, —EROK (HDWIKEE) 2z CORkERNT 285468 L 2R



M—EBERDEITTANT v UTRERE (T4 NT v TNE) 75 2 DO —AN
Ezx bbb, OOgIL (mol/lL) DORRICIRERFLAIT 2 Wd . W7 4 LT » ETHBE I
L2 ELEEWT L0, ARFORBTIIMEZ XA LW EE2AREE Lz, BARARE
WROFREIT SOP IZREH#T 2 2 L & 75, k. WIKOFBGIEDEN DTSRI EE
5 Z D25E 1R, KEHFEFICBWCH B EFENRE TR R 5tdk & 5 2 &2
VETHD,

F7o. AAEFH & RARDTHFIECHONTIL, THEHBIOERE LTERHE LTV,

B, KELEONIETOr —AZ D NN—FT 25O TIERWA, KRFL#Hf TRINesx
FHERE - Rz 5, thor —ACTH#EMA R TH D, AKiBHFEE KR EOIERKIZ
HToo L, YRR AFIEOE ZRIET D72, &7 — Ao Ir— A TRZE 22 W7 53 4
EThDHILIFEIETHRY,

1) (LA mIESERFUE ORI R GUBHAI A FR LB E T 5 5H8) D)
FT R B EF LA E U THER L el L F IR

s el

(2) HxwE
RV IR m~ N7 T 7 ¢ —, SEANBOLLERE, v — 2 g
BRI HE - (5 2 OFEBRME 0.20%LL T, #IEHW'E 0.50%LL
&l = O¥EREE (%)
=0.5 X BN DIE 2 DFERRIE /TEHERIR O+ 7 m v
IR E (%) =0.5XGEHAIR DI E 65T/ HEREOA 7 v X ¥
GAK IR
FRBHANR © A & ABURIZ TR (0.2mg/mL)
FEHERSIR - BUBHAR 2 A UKL C 200 fF 12 AR
WL - KT h=F VYV WRIKR (6:1)
FEAE 10 puL
RS
HIEW K : 294 nm
AT L FA T BTN YY) 50 (Bum), N 4.6 mm, E X 25cm
71T KIRFE : 45°CHHE
FEIME U UBR T pH2.2 I Lz b U v A (54g/L) K OEHET v
F=U A (31glL) WK/ 7' =1V /R (65:12)
TR - A7 a3 OIRFFERRTK 20 4y
REHE R R E— 27 0% B4 7 1 0 o ORI O 1.8 fi%
AT MEATE




St O - kT THIEL, ZEIDE U THE M ONEMEICERIET 5.

T DR AR MEER IR 2 A BRI C 20 (5 AR L 72 DA 7 &1 3 & U DR R IR O
F7uaxt D 4~6%

VAT LAOMRE c A7 e X2 (1 ugimL) KO T a U Ui A F R (0.5
ug/mL) OFRIIRIE T, A7 a X U PlA TR, 47 a4 0 OIRIZEH
L, Z7HfEEE 25 DLk

VAT AOFHME  EAERE DA T 0 Y2 OFGEE R SR L 6 1E]) 2.0%
e

(G

HURSAE, e L, BHGEN R T 2 X O ICi#HT 5.
RBRAECTE—7HELEH L TV D HE, ZOMOFEHTE— 27 HETHDH Z &7
B O 2 P, ReiiZA L TH R,
AEHAK DR E X RME TR I N TV D, FRCHRT 2R OREFHHENEE TH
L%EITi, T Lo [CRET R EROREHIPAZfREST & Th 5.
MY T pH 2.2 IZFH LmiltERmET Y oA (5.4 g/L) KOEEET =7 A
(3.1 g/l) &/ 7% b=k UJLiRHK (65:12) | X, MHEiIc—E&EDOKEZMZ, pH M
TR EEAREE S IRBE TGRS 27— (A)) & TERRIZ7 40T v 7 LT
PR LI 2 R IR TR 27— (B)) 2N 5N, EEEOREE, pH K OVE
BHROZERPID O E D LHESNDZ LD, WEE2EAET 5 AT
#HE LTI ANDLND, 2L, EBRC EDHTETHET 2 0O SOP (Zit#
SNTWDRENRDH D, Fo, FEMRBEORE IR, pH R ONES RN, otk
REDFERDIZDITRO LN DAL, ARREEOLHIIERTIOEE (LLFD A X
B) LT5ZENRMETHD,
A BEFERT N ULATOg KOEHET E=7 A 4.0g %7K 1300 mL 128
ML, VoiEmzZCpH2.2 1%L, 7 h=rU v 240mL #Mx%. (H
FA7axt s oBE)
B: WEFEBEST NI ULATOg KOEEY VE=U A 4.0g Z/KOOmL IZHEH
L, VoizMz TpH22 IZHHE L%, K&z T1300mL &L, 7k h=
MU 240 mL Z/zx 5.
B OMERRICIIT 5 EAERE 2 A RIS T 20 5@ R L7204 7 a 3o v 3 s
WIROA 7 v X9 D 4~6%) &1, MEAEREK 1 mL Z1EMEICED, fREZ A
TIEMEIC20mL & L, ZOWNOBEEZA7axY2 0 — 7 miED, FEERK DA
77Xt O HED 4~6%l70 5 Z L EMRT D] L) EEE SR
LI=BEan—FTh 5,



2% . AREHES (ARA7ex¥o v MRS

(2) Ml AEEITEABET CTITH. Adh10mg Z/K/7 & b=k U LR (6:1) 50 mL
IR L, REHRIRE 95, 2O 1mL Z1EfEICEY, KIT7TE® b=F I LRHK 6:1) %
M CTIEMIZ20mL 9%, FIZZOWRImL Z# EMICEY, KIT7TE =NV VERIE 6:
1) ZMx CTEMIZI0mL &L, FHERKRE 725, RBHATR &K OFEEAIR 10 uL 7" 2 % Efif
&0, WOEHETHEIK Y a~ F 75 7 4 —<2.01>10 L WERBRZITV, ZHENDOIDS
DOE— 7 miEE HEESEIC L VIET S & &, REHRRO A 7 X L USAOE—7 O
Kr DY —7 W, EEREOL 70X 00— HED 255Xk 0 K& < v, %
7o, ENHOY—7 OEFHEEL, EERKOE— 7 mEL D K& 20
RER S
AR« SAMROORE R (AERR © 294 nm)
HT N4 mMM, ES25cmDAT UL A5 um DA v~ ~ 57 40—
T ZFINT VAU ATV EFRIET .
717 KR A5 CHHE DO —EIRE
BaEha R Y U A 709 MOWEET o E="7 A 4.09 %7K 1300 mL IZE L,
UL eaEMZTpH222ITHEEL, 7 h=FU /L 240mL 22 5.
WE AT w XY ORFIREE K 20 431270 D KO I 5.
EREHE RGP - RO B — 7 D% B A 7 1 o ORI 0K 1.8 7 D #i[H
VAT MG
R OMERE - AR L mL 2 EfEICRY, KT h=hKUWRER (6:1) WKENZ
TEMIZ20mML & 55, ZOWI0UL O F 7 a X v oo — 7 miEss, fEiE
W DA 7 m XY O — 7 D 4~6%12705 Z L 2T 5.
VAT LAOMRE  REHRIR 05 mML 2 LV, AT e XY U A TFIOUEROK, T R =k
UVIRIE (6:1) ¥R (1—20000) 1mL &Mz, FIZAK/ T7TE =V ERKR (6:
1) ZMx, 100mL &35, ZOKRI0PL IZoE, EROFMCTEET DL E, 47
B X PR TR, A7 e U DIRIZE L, ZOSBEEIL 25 U ETHS.
AT AOFBNE - BEEAERK 10 pL iz %, RO THRERE 6 BV IRT L X, A
TaXt T O — 7 EEOHMMEERZEIL 2.0%L FTH S,

2) AL EpRE R TR OMEE R CEE OFEEYE & 0 SRR 2 T 25 6) O
RLA
TLART VB EETIMEEN L L TER L7z REdlifl Z DL ISR,

B HEY LR




MEERER 7 AKRT VA
R 75 SO AT EEETS, WOt
BURSAE,CHEHHE - 7 AR T VU v A, 5% T (ESAIEED , 15%L0 T (SIS EE
TAERTV A (%)
= [Ms X {(Asa1 X Arz) = (Aszz X A11)} X 25],/ [M7 X {(Asa1 X Asp2) — (Asaz X Asp1) }]
Ms : F A 22 F AARUELFEEE (mg)
My @ A fEERE (mg)
Asar : FRHEERHE (1), 282nm  Agp : HEHERIK (2), 282nm  Agy @ RHERRHK (1), 304 nm
Aspo  IEHEAUR (2), 304nm  Ary : iUBHAMK, 282nm Arp : BUBHAMK, 304 nm
SARIWIRES
REHWATG : T LART UL BAEYAFILANLRFY FICTHEM (95 mg/mL) L, A%
J =T THAR (K9 80 pg/mL)
FEMERIR (1) « T ART U v BAEEWERZ U A F L ALARF > RISTHEM (K 5 mg/mL)
L, A% —/WIZTHIN (K9 80 pg/mL)
RMEIRIR (2) @ A AZF AU Z i EHA IR D 4 5ROV A F LA ERF T R
THR (K 05mg/mL) L, A%/ —IZTHR (K 8 ug/mL)
22K - RS IR & [k
R eSS
HERHE - 282nm, 304nm xR 22k BRik
Fhifi L ORE MBI U OBE L O ERICERET 5.

R

o JEBRMEOS A - MERLTEHT 25613, ABRTIEORREZIZHET D,

. (7 DR T U 2 BAERES 2D A F L ZLARF L RICTHEM (F95 mg/mL) L) 0O
A, [TLKRT YTy BEEMNERDDAFNLANERY Rz TRNT 47—
Z (A & TT7AERT ) vy BERERIZAFILALEFT Y REMZTENL —ER
T 4NT v TTDr—A (B)) BdHLHR. WMEZKHL TV, ok, BAERNAR
TR OFRENEIL SOP IZRCH L. KO IIEDE WD TG RICE B L 5 2 256
IR, B IEDREE FTRE R U it & T o ME R B D,

o FEXIFIAF/7TLHFT VB MERBRNOEE L TR, Lo LEUBHARK, fE1E
IR A IRERFLE L2 &b, LURICHRT 2 KO ICEAEXRELEET 5 2 L AR
Thd, ZOHHE, BEHERK (2) IZBT2F7A4 AZF U EESOBERRIHERT 202
T AR F Y FITREHERRR O 4 58 Th 2 LB T2,

TABRTIV A (%)
={(Asar X A12) = (Asa2 X A1)}/ {(Asar X Aspz) — (Asaz X Asp1) } X Cs,/C1 X 100
Asa : BEVERSHE (1), 282nm  Agy : BEYEEHK (2), 282nm  Asy @ EEHEEIK (1), 304

10




nm  Agy : BEHERENR (2), 304 nm Ary : SUBHAE, 282 nm Ar @ BUBHATR, 304 nm
Cs : IRUERIR (2) hOF A AL F U RE (pg/mL)  Cr: BHARP OT LR T U v
> BiRE (ng/mL)

5% - AREHEM (ART7TAKRTY LV B SRR

WERER 7ART U A KEEOT ART Y v BEEHEILK 50 mg TO & ERIC&E
D, TNENTATFNANARFT K10 mL Z EFECMA TENL, A%/ —LZMZ2TE
fEZ50 mL & 9%, Z0 4 mL T OLXIEMIZEYD, AZ /—/)LZIZ TIEMIZ 50 mL &
L, alBHAW M OBERERE (1) 95, BICHA A X F U FEUHERLK) 20 mg 5T &Y,
CAFINANKRF T RAOmL Z ERMICINZ TENL, A ¥ ) —/v &N 2 CTIEMIZ 200mL &
T5H., ZOWRAML ZEREICEY, A% ) —/LEMATEMIZS0mL & L, EEREK (2)
ETD. INHOMRICOE, REHANE & [FRRICERIE L TR 2R B2 xR & L, SRoh ]
AW EE R TEVE<2.24>1C L O ERZAT 5. R 282 nm LT 304 nm (Z81) 5 EZELok
KHEZREL, RAUCIVTLAERT IV ADEEZRDDLEE WA T THD. 72721, 1
HHEIUSNOBAN BT B HEDOT ATV v ADEIZ15%LL T THS.

TLART I ADE (%)

= [Ms X {(Asar X Atz) = (Asaz X A11)} X 251/ [M1 X {(Asar X Aspz) — (Asaz X Asp1)}]

Ms : T A AL F AR OFFERE (mg)

My @ ARG OFERE (mg)

Asar : BEYEVRIE (1) 0 282 nm 281 B

Agpy : BEHEIRIE (2) @ 282 nm (ZH 1T B WREEE

Asz 1 EEHEIRIE (1) @ 304 nm 2B 1) DG

Agpy : BEHEVRIR (2) @ 304 nm 2B DL E

Aqp : AREHA D 282 nm 2B B WG EE

Ar, : RBHAIR D 304 nm (23 1T D WL

3) AL I i B D B oD FE G
T M) A= NEEEET ILEW & U TERR L7 Redlifil & LU IR,

B HEY R

E A

BRI IR m~ N7 T T 4 —, SANBOLGERE, Y — 7 iR
T A KU A—L (mg) =MsXQr, QsX1,25
Ms: T2 kU F— LA FERE (mg)
Qr @ WEREMEITK T D3 lBHRIR D= A N U A — /LD

11




Qs : WIEEEME IR T DIEERIRO T A U A —/L D

SNk
ARSI « At 20 L) B2 MR E 5. MIRICKEZINZ THE (= A F U A —/L P EaR
FEE LT 02mgimL) X, 5M5ED A X ) —/LE W5 EREEZ 3[BT, B
Hii & 5. WIEREEEZ ML, AZ ) —MITHR (=2 kU 4 —/L 10 pg/mL)
PSR : = A B ) A — VSRS B A Z ) — W TR S, NEERIEE Nz, A%
J =T THRR LU CRENSIR D 25 (58 & 325 (=A b U A —/14 10 pg/mL) .
7R, PAEMERRIIE, BUEHAIRICR T A=A U A — VEiR &5 5 NIEHE - O
wEFR—ICRD X OITHINT 5.
PAEAEANE : = A N U A — VB R EEFMRA TV A X 7 — 2R (0.2 mg/mL)
FEANE 20 uL
RS T X N A —v ) EEIEHEH

VAT LA T2 A RN F—)v ) ERIEHER

Fh EDOTER
LTS U TREE K ONEREIC B ET 5.
T A MU A—)UEEHESL © 105°C, 3 IR Rz

EN

o BURSME CHIERMEIZIH VT, #UE L THIET 25813, IXX~XX % (BiKPH#HE) |
R IXX UL (i) ) L iesflid 2,

o [EMEMVE OWIRSM) 1, [EhE EoERE) ICRHET 5,

o IEWERRIZIBNT - -0 2555 ET5H) &iE, AR A MY A—gE ERiED 12
DR 4mL Z ERECRY, « « « AX 7 —LZ&MZT100mL & L, EHEREET D) 7
EDORBEAEIC L DEE Lo 25 (R A S TH TH 5,

o FHHEAXIFHBTA NI A—EE ERENPOGEEL TRV, L LikEHARKR, 51
WA IRERLE L2 &b, UURICHRT 5 XD ICRAERE LT T2 2 L A3 alie
Thd, TOHE. HEERRITRENAKD 25 (& Th 2 LTV,

TA RN A= NORFEIHTIERE (%)
=Q1./Qs X Cs,Cr X100

Qr : WIEMEMEIT T 2B D= A N ) A — /LD
Qs : WEREMEIZX T D IREEIK DT A R U A — /LD lh
Cr: REHARFP O A N U A — L OFGGEE (ug/mL)
Cs : MEHEVRIR T DA N U A —/LIRE (ug/mL)

12




2% . HERHEs (AR=A MY A—bE  EEEERY

EEE A2 EEZEY, TOEEEEEICEDY, MHRETDH. AR A—
(CigH2403) #J1mgiZxin T D EAFEREICEY, K5mL ZIEfEIZINZ, BEEEHWT
Wi/ NS B S8, A% 7= 25mL 22T 10 2 [BHR 0 IRE 7%, mO008EL,
AR LD BICAK =25 mL BANZ, [AEROEAEZ 2[RV IKL, REREED
, WAEMERIR 5 mL Z EECINZ 7%, A%/ —NZMzxT100mL & L, sEHAR L5
5. BNZEA Y A — ) UIERE L A 105°C C 3R L, 0 25 mg ZFEHICRED, A
B ) —)VIZERI L, IEREIZ100mL &35, ZOiE4mL ZIEFICEY, PEEERIE 5 mL
ZIEMEICINZ 72, A X 7 — vZ&MZT100mL & L, HEHEK L35, sRHAR & O 3
W 20uLico&, UF =AM A—)v)] OEREEHERTS.

T A MU A=/ (CygHpuOs) DE: (mg) =MsXQr, QsX1,25

Ms : =2 b U A —/UIEHES OFFEE (mg)

WAEHERIR = A N A — VR Z B EFRA T LD A K 7 — V¥R (1—5000)

13




fhix—2 BUTOAKRBEONEZLE T HBRCBE T & 1

o BUTORREOLHNEZ ., HEFHE LR THHNRERICAE T LIS bk —1
(2R L7Resif] & RARZRFEsiS IR L B2 D, 7o72 L, MERBRIC IS 1T 2 IRERER D
it (OITHEND T —v a VB TIRERBR CUE L SO DITRE N T A —Z D
TR 21T > TV D 5EE) 13, BRE HE A EZ %R FCICAE T2 2 & 3wt T
EEZOND (REABROGE OLHEG] [E~x OBEWE : 2/5 10 R&E < ew, U
R OB 2 OFGIE /RO A 7 a v ]),

14
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1 EELRGERGEESE 2016 —MENEAL X 2T MU —H% A = 2 FREE (1K)
CIE 5. Fak 28 4210 H

2 KIF Mt TR OSRBRAGIEOEE (2) ~ERSmOBLEND DELE~ ]| (KB3EE
BHIAREFHEONE 1-15 B EITMA T, BIEICH Q12 Ti&EfmINTW\WDH 714 7H A
I3 Y AL MBI LN 16— 25 /0 H 2 & Te) .
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