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L TR0,

2.-2 JHKE & OFREBR FIEMR O L O A B LD 7= O %

FRLOAGR B ELHOBIR A E 2, ABEOEH - A EO TR x 28T 5729
(2, R OGHEULE BV E LT, MERBRICRIT 2 B, HELEO%E L, HFHT 2
RIS (B 20F, EERECREHARTRS) ORERLLOELESEA, EREAS0X
FEAIZ DWW T O K ORI IEMA~DOEAIZBEA LT, LT O X S ITiF Lz,

o HFTBRICAVOND MBI L Tid, HAECIEBIREE COWIENY T— 3
NPT HHA KT A4 (ICHQ2 (R1)) IZHEWVEHili S TR Y | U 2R R2E
FJEE (Standard Operating Procedures, LA T [SOPJ & 9) ¥ & ji U] 7 Heflt
BIRFRENERIND Z LI2L Y, ARFICHRILEOFRRE 2 35 Fodk L 72
< &b, BEFICHIT DO OERE « KK ORFRIEIIRAETRE L B2 HiLd,

o HEERRBRICI T DI, HE R HEDOWHGE (ICH Q3A (R2)) (CBIL Tix. A%l
B 2 50E L2V & 5 5 A3, 1 A e KRG &2 2 g LLF O5E120.10%
XX 1 BERE10mMg (EH00MENHE) ESNTREY ., %ICHEA L TRMNE
HENDZ L@ THD,

o CHIERMEDCHMRMICE L TIX, AT ZEUIEMNT 5 2 & AR ETHILX
FRASCHE T EZBEERR TS Z kv, MIRTRELEZEZ N5,

o  TARUAEORERLEKOEEESZERNCLHELICHEL TL, WEWVERE %
LT % BRI IR S S AR E L3R . B SEE
NRESNDZ ENnD, BT — XIS X SOP Nt BE i, ZEF e
HEififeEasnsZ ik, GEEFEEIEAEORHIINZERH THIRALIZAED
rnNEEZHND,

3. AhEm
LLEOKREN S, KRHEE KRBT B EE L ORI EM ORI LT,
VITFICRTHRBEHECET L LT, RBAFEOMEZRIT 2 9 2 CEREN RS

W7 E R LT,
o /IKZu~KT7T 7 — (HPLC) %% H\ 7= #iEEaRBRIC I 1T 2 BIRSE, e ALY
D%FEFC,

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

7212 L HOT AR IR AT M OV SZ R = i AR AIFFE R T, AR AR (Official



Medicines Control Laboratories . LA N TOMCL] &v29H) & LT, EFEMLOMEMRO LR
ThOHNERBRAE TR L TN D, LI > T, YskEEGOREREES T, BRI T
IZBWTHEE)Z2 SOP 28l L, INERBRFEMICHT- > T, MLERFTITELANT OMCL (2
SOP A4t T 2 MEN B H Z & 150 T 5.



fHe—1 Gl

R B ER DB 2 F7
ARHGEE/ARELHEZ AL LR E0ORMICBEAL T, BARERFEFERELO
HPLC 12 X 2B ICRiil SN TV D BEFE %2 Li et CrodiiiE 2 Mt U, so#lill 2 1Bk L
7. ICH Q6A JTr Q6B Dxf5 & 72 BRI A BE L CRrdlk Bl IMET STV D23, [l A
RTA4 v OxBE bR ERMCELTHOHEESBAEL L2 5,
VLR D % B 8 st & 1Rk L7z,
o ZAHEHOEEEOFHEXOBBIZETHZ L,
> TRRRIREIC OV CORIRERELZAREL 52 &
> RRAZR KBRS, SRICREETZ L,
o OHHLFRIC A TRIEVWDRNT &
> MR ERICRE S IEMICE D FIANFET 25A100X, T3 EOEE ) 124
BN U O L ONEREICBET 2 BiEfiT 2 2 &
o HHMORER—FANTIRETE D Z L,
o BUTOHELMEL FEMCET LN L,
o TR A EL N T by
o HARIRFOBAI - WANA] - —AEREBRE ZEEERA LR TH DL L,
o BEKROEZEDY Y —ZARVPAF—AICKEREBHZRNRNT &,
o BUS K URBR IO ERF kI TS Z &,
D kT,
o [EEMIZESER DD Z L,
o HEIHMOLI O THBERLOARBFZFICOHEAETHD Z L,

F 7o RLEWTIIHUE K ORI E ORISR 2 AfEIC T 57290, ICH Q6A, Q6B KT}
A AR T I ST HEEZE ATREZRBR Y HVWC, LFTO R LERE LT,

o HABRIE

o HURIE I E B UE

o OMTHIE

o HABRSM

o VAT AEAVE

o Eii LoEE

P 7V 7 R ORIREICEE L Cid, RBROFEE M O 6 R ORPEIC S U CREsid
X ThD, BAOEERBR THIE, 7Y I EECRTLE (R, BRERMTS
DINRE) OFREBNEEL 72D,

WIRBLCEE L CiE, —EREOK (HDWVIKEE) 2z CORkERNT 28546 L 2R



M—EERDEIITTANT v U TRERE (T 4NT v TNE) 75 2 DO —AN
Ez b, OOgIL (mollL) DORRICIRERFLAIT 2 W, W7 4 LT » ETHBE I
L2 LEEWT L0, ARFORBMTIIMEZX LW EZ2AREE Lz, BARARE
ROFREIT SOP IZFEHiT 2 2 L & 75, k. WIKOFGIEDEN D 3HTHE RICHEE
Zh 2 D25E 1R, KEHGEFICBWCH B ESENRE TR R 5tsk & 75 2 &2
VETHD,

F7. AAEFH & RARDTHFIECHONTIL, THBEIOERE LTEHHEH LTV,

B, KELEONIETOTr —AZ D NN—FT 5O TRV, KRFL#f TRINesx
FHIEREE - Rz 5O, thor —ACTHLH#EMA R TH D, AKiBHFEE KREDOIERKIZ
HToo L, YRR AFIEOE ZRAET D72, &7 — Ao Ir— A TRZE 22 W7 53 4
HEThDHILIFEIETHRY,

1) (LA mIEEREUEORE R GUBHAI A FR LB L T 5 5H8) D)
FT R HEF LA L LTHER L el L F IR

s e

(2) HxwE
RV RIK I m~ N7 T 7 0 —, SEANBOLLERE, v — 2 K
BURSAFL I HE - fE 2 OFEBRE 0.20%LL T, #EEHYE 0.50%LL
&l = O¥ERFE (%)
=0.5 X BN DIE 2 DFERRIE /TEERIR O F 7 a2
IR E (%) =0.5XGEHAIR DG E 651/ HEREOA 7 v ¥
GAK IR
FRBHATR © A & APBURIZ C¥sfiR (0.2mg/mL)
FEHERSIR - BUBHAR 2 A UKL C 200 fF 12 AR
WL - KT h=F VYV IRIKR (6:1)
FEARE 10 puL
RS
HIEW K : 294 nm
AT L FA T BTN YY) 150 (Bum), N 46 mm, E X 25cm
71T KIRFE : 45°CHHE
FEIME . U UfR T pH2.2 ([ LRz b U v A (54glL) KOERET v
F=U A (B1glL) WK/ 7' =1V /R (65:12)
TR - A7 a3 ORFFERRTK 20 4y
REHE R - IR Y — 2 0% A 7 1 5 o ORI O 1.8 fi%
AT MEATE




it O - kT THIEL, ZEITE U THE M ONEMICERIET 5.

T DT AR MEER IR 2 A BRI C 20 (5 AR L 72 D A 7 1 e 38 & U DR R IR O
F7uaxt D 4~6%

VAT LAOMRE c A7 a XYy (1 ugiml) KO T a U Ui A F Uk (0.5
ug/mL) OFFIIRIE T, A7 a X U PlA TR, 47 a4 OIRIZEH
L, Z7HEEE 25 DL E

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

(G

HURSAE, e L, BHGES R T 2 X 0 ICii#HT 5.
RBRAECTE—7HELEH L TV D HE, ZOMOFEHTE— 27 HETHDH Z &7
B O 2 T, REiiZA L CTH R,
ABHAR DR EIXHRME TR I N TV D, R T 2R OREFHHENEE TH
%A, 1M Lo [T RS EROREHIPAZfREST & Th 5.
MY T pH 2.2 IZFH LmiltE R Y oA (5.4 g/L) KOEEET =7 A
(3.1 g/l) &/ 7% b=k UJLiRHK (65:12) ] X, MHEiIc—EE&EDOKEZMZ, pH M
TR EEEREESIBECRRT 27— (A)) & T[RRI 40T v 7 LT
PR LI 2 R IR TR 27— (B)) 2N 52N, EEEOREE, pH K OVE
BHROZERPID O E D LHESNDZ LD, WEE2EAET 5 AT
#HE LTI ANDLND, 2720, EBRIC EDHETHET 2 00T SOP (Zit#;
SNTWDRENRDH D, Fo, FEMRBEORE RIRE, pH R ONES RN, ok
REDFERDIZDITRO DN DAL, ARREEOLHIIMERTIOEE (LLFD A X
B) L9352 ENRMETHD,
A BEFERT N ULATOg KOEHEY E=7 A 4.0g %7K 1300 mL 128
ML, VUmEMzZCpH2.2 1%L, 7 h=rU v 240mL #Mx%. (H
FA7axtroBE)
B: WMEFEBST NI ULATOg KOEEY VE=U A 4.0g Z/KOOmL IZIEH
L, VoizMz TpH22 IZFHEE L%, KEeMxT1300mL &L, 7k h=
MU 240 mL Mz 5.
B ORI 5 EAERE & A RIS T 20 (5@ R L2k o4 7 a 4> v 3 s
WIROA 7 a X9 0D 4~6%) &1, MEAEREK 1 mL ZEMEICED, AREZ A
TIEMEIC20mL & L, ZOWNOBEEZAT7axY2 0 — 7 miED, BEERK DA
77Xt O HED 4~6%l70 5 Z L EMRT D] L) EEE SR
LI=BEan—FTh 5,



2% . AREHES (ARA7ax¥ v MR

(2) Ml AEMEITEABET TITH. Adh10mg Z/K/7 & b=k U LR (6:1) 50 mL
IR L, REHRIRE 95, 2o 1mL Z1EfICEY, KIT7TE b=FILRK 6:1) %
M CTIEMIZ20mL 9%, FIZZOWRImL # EMICEY, KIT7TE =NV VRIKR 6:
1) ZMx CTEMIZI0mL &L, FHERKE 725, FRBHATR &K OFEEAIR 10 uL "2 % Efif
&0, ROEHETHEIK Y a~< F 75 7 4 —<2.01>10 L WERBRZITV, ZHENDOIDSK ~
DOE— 7 miEE HEENEIC L VHET S & &, REHARRO A 7 X SO E—27 O
Kr DE—7 WL, EEREOLT 70X 00— 7 HED 255k 0 K& < v, %
7o, ENHOY—7 OEFHEMEL, EERKOE— 7 mEL D K& 20
RER S
REs « SAMBOORE R (AERR : 294 nm)
HT N4 mMM, ES25cmDAT UL A5 um DA v~ 57 40—
T BTNV U ATV EFRIET .
717 KR A5 CHHE DO —EIRE
BaEha R N U A 709 ROWEET o E=7 A 4.09 %7K 1300 mL IZE L,
UL eaEMZTpH22ICHEEL, 7 h=FU /L 240mL 22 5.
W AT w XY ORFIREE K 20 431270 D KO I 5.
RS E RGP - RO B — 7 D% B A 7 1 o o ORI 0K 1.8 7 D #i[H
VAT MG
R OMERE - EWERR 1 mL 2 EfEICRY, KT =KV WRER (6:1) WKENZ
TEMIZ20mML & 55, ZOWI0UL o1& F 7 a v oo — 7 miEss, fEiE
W DA 7 n XY O — 7 HED 4~6%170 5 Z L 2l T 5.
VAT AOMRE  RENRIR 05 mML 2 LV, AT aXY U A TFIUEROK, T R =k
UVIRIE (6:1) ¥R (1200000 1mL &Mz, FIZAK/ T7TE =tV EIRKR (6:
1) ZMx, 100mL &35, ZORI0PL IZoE, ERROFMCTEET DL E, 47
B X PR TR, A7 e U U ONRICE L, ZOSBEEIL 25 U ETHS.
AT AOFBNE - BEEAERK 10 pL iz %, oS THRERE 6 BV IRT L X, A
TaXt T O — 7 mEOHMMEERZEL 2.0%L FTH S.

2) AL EpRE R TR OMEE R CEE OFEEWE & 0 SRR 2 T 25 6) O
RLA
TLART VB EET AN L L TER L7z Redlifl Z DL ISR,

B HEY R




MEERER 7 AKRTV A
R T 5 SO AT EEETS, WOt
BURSAE,HIEIHE - 7 AR T U v A, 5% T (ESAIEEL , 15%L0 T (SIS R
TAEERTV A (%)
= [Ms X {(Asa1 X Arz) = (Aszz X A11)} X 25],/ [M7 X {(Asa1 X Asp2) — (Asaz X Asp1) }]
Ms : F A 22 F AARHELFEEE (mg)
My @ A fEEE (mg)
Asar : FRHEERHE (1), 282nm  Agp : HEHERIK (2), 282nm  Agy @ RHERRHK (1), 304 nm
Aspo  BEMEAUR (2), 304nm  Agy : iUBHAMK, 282nm Arp : BUEHAMK, 304 nm
SARIWIRES
REHWAT : T LART UL BEAVAFILANLRFY FICTEM (95 mg/mL) L, A%
J =T THAR (K9 80 pg/mL)
FEMETRIR (1) « T ART U v BEEWER Z O A F L ALARF > RISTHEM (K 5 mg/mL)
L, A% =T THIN (K9 80 pg/mL)
RMEIRIR (2) @ A A ZF AU 2 i EHA R D 4 5ROV A F L ANLERF T R
THR (K 05mg/mL) L, A%/ —ZTHR (K 8 ug/mL)
22 - RS IR & [k
R eSS
HERHE - 282nm, 304nm xR 22ikBRik
T EOREE BB U OEE L O ERICERET 5.

R

o JEBRMEOS A - MERLTEHT 25613, ABRTEORREZIZHET D,

. (7 DTV 2 BAEREN 2D A F L ZLARF Y RICTHEM (F95 mg/mL) L) 0O
A, [7TLERT YTy BEENNERDYAFNLANVERY Rz TRNT 47—
Z (A & TT7AERT ) vy BERERIZDAFILALEF Y RENZTENL —E&E
7 4NT v TT D=2 (B)) BHLHR, WMEZKHIL TV, 2k, BAERAR
TR OFRENEIL SOP IZREH L. KO IIEDE WD TG RICE B L 5 2 256
IR, BAEFIEDREE FTRE R U 5t & T2 ME R B D,

o FEXIFIAF/7TLHAT VB MERBRNOEE L TR, Lo LEBHARK, fEYE
WA IRERFLE L2 &b, DUFICHRT 2 KO ICEAERELEET T 5 2 L AR
Thd, ZOHHE. BEHERK (2) IZBT2F7A4 AZF U AERESROBERRICHERT 202
F AR F Y FITREHERRR O 4 58 Th 2 LEIT20,

TABRTIV A (%)
={(Asar X A12) = (Asaa X A1)}/ {(Asar X Asnz) — (Asaz X Asp1) } X Cs,/C1 X 100
Asa : BEVERSHE (1), 282nm  Agy : BEYEEHE (2), 282nm  Asy @ IEHEEIK (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: SBHERP O T Lk T U v
> BiRE (ng/mL)

5% - AREHEM (ART7TAKRTY LV B HEREREY

WERER 7ART U A KEEOT ART Y v BEEHEILF 50 mg TOEERICE
D, TNENTATFNANKRFY K10 mL Z EFECMA TENL, A%/ —LZNMZ2TE
fEZ50 mL & 9%, Z0O 4 mL T OLIEMIZEYD, AZ /—)LZIX TIEMIZ 50 mL &
L, alBHAW M OBERERE (1) 95, BICHA A X F U FEUHERK) 20 mg & HEHICE DY,
CAFINANRF T RAOmL Z ERMICINZ TENL, A ¥ ) —/L &N 2 CTIEMIZ 200mL &
T5., ZOWRAML ZEREICEY, A% ) —/LEMZTEMIZS0mL & L, EERK (2)
ETD. ZNHOIRICOE, REHANE & [FRRICERIE L TR 2R B 2 xR & L, Ro4 ]
AW EE R TEVE<2.24>1C L O ERZAT 5. R 282 nm KUY 304 nm (Z81) 5 EZE Lok
KHEZREL, RUCIOVTLAERT IV ADEEZRDDLEE WA T THD. 72721, 1
HHEIDSNOBAN BT B HEDOT ATV v ADEIZ15%LL T THS.

TLART I ADE (%)

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

Ms : T A A2 F AR OFEE (mg)

My @ ARG OFERE (mg)

Asar : BEHEIRIE (1) 0 282 nm 21 B

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

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

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

Aqp 1 AREHA D 282 nm 2B B WG EE

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

3) AL I i B D B D FE A
T A M) A= NEEEET ILEW & L TERR L7z Redlifil & LU ISR,

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: T A kU F— LA FER R (mg)
Qr @ WEREMEITK T 3 BHRIR D= A N U A — /LD

11




Qs : WEEEME KT DIEERIRO T A U A —/L D

SNk
PRSI - A 20 L) B2 MR E 5. MRICKEZIMZ THE (=& F U A —/L PG R
FEE LT 02mgimL) X, 5M5ED AKX/ —/LE RS EREEZ 3[BT, B
Hii e & 5. WIEREEEZ AL, AZ ) —MITHR (=2~ U A —/L 10 pg/mL)
TSI = A B ) A — VSRS A A Z ) — VI CIRIR S, NEERIEE L, A%
J = ZTHRR LU CRENRIR D 25 (58 & 325 (=A b U A —/14) 10 pg/mL) .
7R, PAEMERRIIE, BUEHARIRICR T A=A U A — VEiER &5 5 NIEHEY) - O
wEFR—ICRD X OITHINT 5.
PAEAEANE : = A N U A — VB R EEFMRA TV AKX 7 — 2R (0.2 mg/mL)
EANE 20 uL
RS T X N A —v ) EEIEHEH

VAT LA T2 A N F—)v ) ERIEHER

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

R

o BURSME CHIEREMEIZIH VT, #UE L THIET 25815, IXX~XX % (BiKPHE) |
R IXX UL (Gipm#s) ) 5 Liesflid 2,

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

o EWERIRIZIBNT - -0 2555 ET5H) &L, AR A MY A—/EE ERiED 12
DR 4mL Z ERECRY, « « « AX ) —LZMZT100mL & L, EHEREET D) 7
EDORBEAEC L DEE Lo 25 (R A S T#H TH 5,

o FHHEAXIFHB=A NI A—NEE ERENPOGEEL TRV, L LikEHARKR, 51
WA IRERLE L2 &b, URICHRT 5 XD ICRAERE LT T2 2 L A3 alie
Thd, TOHE. HERRITRENAIKD 25 f5ETh 2 LT R0,

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

Qr : WIEEMEIT T 2SI D= A N ) A — /LD
Qs : WEREMEIZXT D IRERIK DT A R U A — /LDl
Cr: WA O=A MU A — L OFGGEE (ug/mL)
Cs : HEHEIRIR T D= A N U A —/LIRE (ug/mL)

12




2% . HERHEs (AR=A MY A—bE  EEERRY

EEE A2 EEZEY, TOEELEEICEY, MHRKETEH. AR A—1
(CigH2403) #J1mgIZxtin T D EAFEREICEY, K5mL ZIEfEIZIN%, BEEEHWT
Wi /NS LB SE2%, A% 7= 25mL 22T 10 MR 0 IRE 7%, mO008EL,
AR LD BICAKZ = 25mL BANZ, [FEROEAEZ 2RV IKL, REREED
, WAEMERIR 5 mL Z EECINZ 7%, A%/ —NZMzxT100mL & L, sEHAR L5
L. BNZEA Y A — ) UIERE L A 105°C C 3R L, 0 25 mg ZFEHICRED, A
B ) —)VIZERI L, IEREIZ100mL &35, ZOiE4mL ZIEFRICEY, PEEERIE 5 mL
ZIEMEICINZ 72, A X 7 —/vZMZT100mL & L, HEHEK LT 5. AR & O 3
W 20uL o2&, UF =AM A—)b)] OEREEHERTS.

T A MU A=/ (CygHpuOs) D& (mg) =MsXQr, QsX1,25

Ms : =2 b U A —/UEEHES OFFEE (mg)

WAEHERIR = A N A — VB Z B EBA TV DA & 7 — V¥R (1—5000)

13




fligx—2 BUTOARBEONEZLE T HBRCBE T~ & 1

o BUTORREOLBNEZ, HEFHE LR THHNRERICAE T BRI bk —1
(R LTResif] & RARZRFEsS IR L B2 D, 7272 L, MERBRIC IS 1T 2 IRERER O
it (OIHEND T =2 a VB TIREREBR CUE L SO DITRE NN T A =X D
TR 21T > TV D 5EE) 13, HRE HE A EZ %R FCICA R T2 2 & 3w T
EEZOND (REABROGE OLHEG] [~ OFBEWE : 2/5 1 K& <ew, WU
R OB 2 OFGIE/FERERR O A 7 v v )),

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

2 kI Mt TR OSRBRAGIEDOEE (2) ~ERSEOBLEND DELE~] (KB3EE
BHIAREFHEONE 1-15 B EIZMA T, BIEICH Q12 Ti&EfmINTWDH 714 7 A
I3 Y AL MBI LN 16— 25 0 H 2 & Te) .
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