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HERERELRWLOS 505 RMII 1 AR SEN2 gl FOBHEIZ0.10%
XiZ1 HERE 1.0mg (EEL0MEVE) & INTEY ., %ITHRE L TRMHNE
HxhaZeraplcds,

o HEEECHEMICEL TIX. AIBFELBEUHERT S Z L RUOMETHILE
AREALEHFEAMERLR T2 210k, BRFAELEEX LN,

o FARBRRFOREREROHESFEZBEIERICLARTICEL T, BEVERE L
B LT HHAAERFNEEEMEAINIRBRAFELIRLY RBREEE
BIREESND Z &0, BT —Z 2% SOP NEWITER Sh, HFEIEHS
BEifi@EEnsd 2 iz kv, BLREEEAE0SBLINZEH THLRIIZALT
RNt EZLNSD,

3. fEwm

VI EDOWENG, ARBHEEABECRIT 25K URBR T EMOREEIZE L Tix,
U TREIEICERE L LT%\ﬁﬁﬁﬁwmg%%ﬁTéoxfigﬁﬁﬁﬁ
v e LTz, n

o Hhkrnu~< 7574 — (HPLC) %% RV MEERERIZR T2 BRMEHE R

D%FKFC,
e  HPLC %ZHAWHMERBRE WERBEIZE T2 HMERSE OBRERE,
e HPLCHFZHWMERREVNEREIZBIT 20 HEOESGEESHER,

T 12 L AR SRR B ONE S S RS AR AT C I, AMOTRBRIREE B (Official



Medicines Control Laboratories . ELF TOMCL] &%) & LT, EXHOLEHRRO—IR
ThHAHNERBREEHRL TS, LER- T, YHEEROMERGES T, RREMHEH
LIV THEEA SOP ZEf L, INERREMICHT >, BERHCITERLHIZ OMCL IZ
SOP %% Rt 5 NENH S Z L ZMET 5,



FHE—1

SREBUERDE 2 :

ARHHE / ARETR LGB L2 BA0THICE LT, BAKBHFELEESD
HPLC I X A RBRE IR I N TV B ER & L H#H CsliE 2 at U, S0#el & R L
7z, ICH Q6A KT Q6B Oxig & 72 A EHKM A E U TEEAIIMET SN TWAR, WA
RIA OB ERSBRVERBEHALTLEESRAREE LS,

UTOREEE LiEsl & ExR Lk,

EEEBOEE FOFRE OEBICET L &,

> MRS OVWTIHRBERTAAREETH I L,

R AR REEBT, RBCERT B L,

SHALZENC R CHEEWNDO RN &,

> OFERETICEESCERICED FIENEET BRI, TEE LOEE] T8
BIZIS U THERCERICERIET 2 588752 &,

HFF ORI BN —RIIIRETE D &,

BATOHEREEL EEWICER LW &,

BB RS RNk,

BARIFH OB - WAAR - —BABRE 2EEEA LLERTHD L,

FBEROBELZDY V—AR VA X —AIZREREH 2RV L,

BB RORBRSEOTRER2WAMRICTH 2 L,

A\

FOLET,

EEREICESHERH D Z &,
FEEGOL 2L TRBERLOKBHFSICOEAFTETH S Z &,

Flo, FRHEETIIHERURBRSEOTERER L PIfIZT 5729, ICH Q6A, Q6B KUt
AARERFIER SN TOERABEETREZRY AVT, UTFORMLERELE,

R TT Ik
HAEE, e A
G387
RERSE

VAT LA
Ehi L oEE

Yo7 Y U RORIHAEIZE L T, RBROBEEE OGH S0z CCRE T
¥ Thb, BHIOEEBRBRTOHNIE, 7)) o FREERCHILE (WK%, BERERT S
DR L) OFREBMLBEL 2B,

WRFARIZE L Tk, —EBOK (HAVWITEE) 21 TERERET 254 25



W—EERDBEICTANT o7 LTHERERB (ZANT v THE) T2 2 2OF—AR
Ex2 b5, OOgL (mol/L) DRRIZIRERLEAT 2 HE. ﬁm74w?y7&v%@én
B LEEKRTHYS, AREORBCTHMELRI LN L &2ARESL L, BERYRE
W@%@%mxmmﬁﬁféhktﬁéc&k\ﬁﬁwﬁiﬁﬁwgwmﬁﬁﬁ%:%
52 BHBATIE. AREHEBICRBONTHBRESFENFERERBEYRER LTI L w
VETHD,

¥/, AAERH L BRDTHFECOOTL, BEAOERL LTRAL TV D,
BB, ARBROITLTOr —RE B S—F 2O TRV, KL TRENEEZ
FITRE - e a0, or—2ACHLEATRETH S, ABHFEE KREOEKIC
HicoTiE, YERBRFEOREERIET B0, 77— AL r— A TRER RERT 2
BEThHDHILITE I ETHR,

1) (L¥ARERRFEOMERR GUNEIRE AR UEIER - T558) Ol
F7uRF T LA E UTIER LB 2 U TR

EBLEERP

(2) J|EHE
RBRFE REr v~ N5 74—, EHNRIOEER, ©—7 EH
AR, IR R« (Hx OBERWE 0.20%0LF, RERWE 0.50%L T
{82 OXRFIE (%)
=0.5 X RENAR Ol « OFBRWE EEERO LT 7 e XY v
%ﬁ@%g(%)—wxﬁﬂﬁﬁwﬁﬁwg BtERERR O T XY v
AR PR
HENAW - AR EARIRIC THEME (0.2mg/mL)
PEHERIR « PUBHAR & AR T 200 RRIZ AR
FRIE AT =RV AEK (6:1)
EAE : 10puL
REREH
HEREE : 294 nm
ASh:FTBEFVATI MY AFL (Sum), FE46mm, &S 25cm
F1 5 BIRE 1 45°CHHE
B U BT pH22 ICRRR L ZIBEREET N v A (S4gl) KUBEHRT v
F=p s (Blgl) WK/ 7 =k YRR (65:12)
FE A7 a XL OFEERK 20 &
TR EGEE B e — 7 OB NS A T v X3 o ORI O 1.8 5
VAT AEEYE




M OWeRR BRI 2 HHIRIZ T 20 5/ MU 72iRO A 7 2 4 3 0 BMEERIR O
FruaxVirna~6%

YRTFLAOMRE : A7 axYr (1 pgml) ROAT7rX¥ ¥ A FE (0.5
pg/ml) OFPUREK T, A7 aX P U PAF R, 7 axd 2 0 OEICEH
L, REE 250 F

VAT AOFBRM  BEREOZ 7 o XYL o OMMEERE (@R 61E) 2.0%
LR

KM L ORER 2T THREL, LEISC THERUVEMRICEETS.

ER

HASE HIE T, BHFESERETE S X5 5,
RBRFECTE -7 EBLREL TV IHE, TOMOTEH T~V ERTH D Z &8
B O @RI, RREEEK L THRY,
HREHEROBEEITHFRETEHR IN TS, FICHARETIBEROBEGENEETH
DA, [EEEOER] ICRBT RS BROBERGHEEEET & Th b,
MY UEeTpH 2.2 ICHEE LA-RERE T NY 7 A (5.4 gl) RUERRT VE=7 A
(8.1 gll) WK/ 7% b=k UNRIK (65:12)] iX. EIc—EBDOKEMX, pH
BEL-BREETEHLBEYTRET2—X (A)] & [BRERHIZZ4AT 7 LT
AR EREBRELRETHET 27 —2 B)] #5555, EEORE, pH KON
BEHBEOEZRPAOOHFICNE S LHEINDZ D, MEBEZAET5E5HLR
e LTRITARLND, K721, EBNZ EOFETHRET 5013 SOP (ZFi#
INTWEIRERD S, £, HRBRIECHELBE, pH RNEALEN, St
REDOHERDT-DITKRD LN HHEIL. ARBFEOLBIIEIMOEE LT A Xix
B) LB EBMNETHB, :
A BEFREF N UATOg RUEEET V€=U A 4.0 g %7K 1300 mL [Z¥F
L, VoBeEMiTpH22 HEL, 7 Fr=1FYUA240mL 2MZ5. (H
BA7axds s OBE)
B: @®EFEBTINIULTOg RUOEHEET E=U A 4.0g 2/KOOmL ZEH
L, VUERZMXCpH 2.2 IZFRE LK, AZMAZTI300mL &L, 7 b=
UL 240 mL ZMZ 5.
M ORI 25 EEERZFRICT 20 EF R LI2E0 A7 a4 3 s
BROA 7 ax Y0 4~6%] Lid, TEERE 1oL 2 ERICEY, FREZMZ
TEMIZ20mL & L, ZO\SLEEE 7m0 —y @RS, SRR
T7aXY O —7EEO 4~6%IImD I EEHERT D] LV O BELEELEE
LizBman—HlThs,

El%



% BREHES (AR 7ax¥vr MERBREE

Q) EEWE ABREDEEZETTIT Y. AR 10mg ZK/7 & b=k J AR (6:1) 50 mL
L, REAEE T, DO ImL ¥ ERICEY, A/TE = YRR 6:1) %
Mz CTEREIZ20mL £ 35, FIZZOK ImL # EfEICEY, K/7TE b= AVRHE (6:
1) #MAZTEMIZ 10mL & U, EERKET 2. SEHARER RIERIK 10 uL §'0% i
e, ROEGBETHREZ o~ 57 4 —<201>12 XV RBETY, ENELDOEDE %
DY —/ ALY ABESECIVEIET S & &, RBEROF 7ux v o UNOE—I O
£ DY — 7 WL, BERKEOA 70X O —JmED 2/5FL Y RES RV, F
72, FRbOE—s OARFHEEL, EERROY—/7EREI Y RE 2.
AERSM
RRHEE SN EEE R (RIEREE ¢ 294 nm)
HTh:NER4A6mMm BEX25cm DAT S VABIZ S yum OREI7 <77 4 —H
FIEFINVINMET ) BT NVEFRETS.
KT LIRE  4A5SCHHED—EIRE
BEVE  BEREBT N YA 70g ROBEET VE=7 A 4.0 g 27K 1300 mL iI2¥722 L,
U UEEEMA T pH 22 ICHEL, 7 =1V /1 240mL Z/MZ 5.
Tl AT a R ORI A0 20 401072 D K O ICHRET 3.
EENEGH : Ao — 7 0% S A 7 v 32 0 OREFEROR 1.8 {FOHMA
AT AEAH
R ORER : BERER 1 mL 2ERICEY, A/7E = FIAVRKR (6:1) BEREZNX
TEREIZ20mL & §5. 2O 10yl 6Bt 7axP o —s @i, FE
BWHROF 7 ax PO — 7 O 4~6%2725 2 L 28T 5.
AT AOMERE REHAK 0.5 mL 2 &Y, AT7ueX Y UBATFAEDOK/ T F= b
UVIRIE (6:1) IR (1-20000) 1mL %, BIZK/7E b=hIVRE 6:
1) %Mz, 100mL &35, ZOWEI0pLIZoE, LROSGTHRIETSLE, 47
BXPIUBAFUE, FTax U UDIRIZER L, FOSBEEIZ25 U ETHD.
Vx?A@ﬁﬁ%:%@%ﬁuummo%,Lﬁ@%#fﬁﬁ%6@ﬁ@ﬂ#k%,ﬁ
Tudt O —7 BEOEMMEERZEIL 20%UTTHS.

2) {LEAREXRLEROMERE (ERYEOEEYE L v EERREERT 25HE) ©
FLEp
FALERTFY v BEEFAEHE U TER LIZE&EMN %L TIIRT,

EBLEEES




WEERER TAKRTYUI LA
RBRFE A TTHRBOLER B, WILE
ﬁ%ﬁ/ﬂﬁ%@E?Aﬁ?U&y&S%MT(Eﬁﬁﬁﬂx1w&ﬁ%&%ﬂu%ﬁﬂ)
TAKRT U A (%)
= [Ms X {(Asa1 X Ar2) = (Asaz X A1)} X 251/ [Mr X {(Asa1 X Asp2) — (Asaz X Agp1)}]
Ms @ A A2 F AEELERE (ng) )
My : AEFRE (mg)
Asar : EEMEVSIR (1), 282nm  Agy @ AZYEVSIR (2), 282nm  Agy o VWL (1), 304nm
Ay ¢ EEYEVSYE (2), 304nm Aq : 3UBNAWE, 282nm  Ap : BUEHAE, 304 nm
ST ik
REAE : TART VU BEVAFILANEEY FIZTHEMR 5 mgmL) L, A%
/=W THR (K9 80 ug/mL)
BB (1) : 7T AKRT VoV BIEELRE VA FIVANVERF Y RICTEME (1 5 mg/mL)
L, A%/ —MZTHR (19 80 pg/mL)
BRI () : T4 RS F BT RBERRND 4 BREOUAFAALKRF Y FIC
T (W 0.5mg/ml) L, A%/ —WMZTHR (19 8 pg/mL)
ZERBRIR  EHATK & [ EtE
AR
BIEHE : 282 nm, 304nm R : ZZERBRIK
£ LOBEE BB U TEEROERICERIET 3.

ER

o EBRYWEOSTFR - MERZEHT 2HEQIL. RBRAFEORBITTRT 2,

o ITAKRTFTYUV BEMEREIAFNANERFY FIZTHEMBE 95 mgml) Ll OB
BEb. [ TLRT )V BEEHIC-ERBDODAFAANVEFY RNz TEMN T —
A (A)] & TTARTV Y BEERIICAFAANVLERFY REMZTEN L —FERE
WT7ANT o7 T55—2 (B BZHH0B, BMEEZXHLTWRY, 2B, B4R
R OFBEIL SOP IZRH L, BWIROFRFEOBNNOIHERICEEL 52 2855
WiX, BIEFENRERTRERHEE RER E TILERD B,

o HERBBRT7TARTV VY B MERBRNLEEL TV, L LBHARK, E1
BRARERTLE LzZ &b, UTRHATTA LI ICHAEREZETETLZ L AR
Thd, TOHAE. EERK (2) 1B DA AL F U ABEROBEMRITHRT 5 2 A
FNALRF Y FIIREERFARO 4 (R TH B RETR,

TLRT VTV A (%)
={(Asat X A1) = (As2 X A1)}/ {(Asa1 X Aspa) = (Asaz X Asp1)} X Cs,/ Cr X 100
Asar : FRIERER (1), 282nm  Agy : BEHERIR (2), 282nm Ay, : FZERK (1), 304

10




nm Agy : EHEEK (2), 304 nm Ag : BEHAWK, 282 nm  Ap : BUBHAWR, 304 nm
Cs : BEHEWIR (2) FOF A REZFLURE (ugml) Cr: RBHEKRFOT LFRT Y ¥
v BiEE (ug/mL)

H%E - AREHN (BR7LKRT VI B MERBREE

MERBR 7TAKRTFUVU A ARROTART Y ¥ BEERK 50 mg TORBEICE
D, FENFNRTAFNANEFY R 10 mL 2 ERICMATENML, A%/ —VEMATE
M2 S0 mL &3 5. ZOK4 mL $FORERICEY, A/ —/VEMX TIERRIZ 50 mL &
L, REHAREEERE (1) £75. BIITA RZF U EERKN 20 mg ZHEEICEY,
DAFNRNERFY N 40mL Z ERICMEZTENL, AX /—/V&IZ TEMIZ 200 mL &
FT5. IOKImL FERICEY, A¥ /) — A EMATERICSOmL & L, EERK (2)
YA IRDOWICoE, REHAKR L AICEREL THREERRIE IR E L, FI4F
BESEEREE<2.24>12 L W RBREIT Y. R 282 nm KU 304 nm I286F 5 LT DK
HEAHEL, KRICLVTLERT Y ADEBERDBEESRUTTHD. LIEL, &
HEUNOBFN AT BBEDT LEFT YV ADEBITIS%ULTTHS.

TEART IV ADE (%)

= [Ms X {(Asa1 X A12) — (Asaz X A1)} X251/ [Mr X {(Asar X Agp2) — (Asar X Agp1)}]

Mg : 74 A#F L ABEROBERE (mg)

My : KEOBFIRE (ng)

Asar @ BEHEEWE (1) © 282 nm (2B BRNE

Agpr @ BEYEETE (2) 282 nm 2R HRHME

Ay @ BEYEENIE (1) @ 304 nm (2331 2 R HEE

Agp : EEYEVSHE (2) O 304 nm (2331 BWRILEE

Arp : BUBHATR D 282 nm (2B DR E

Ar : BBHAIE D 304 nm (2B B E

3) {LEARERSEH O EREOTESL]
T AR A—NVEEZET LA E U TER L RRdEifl &= LT IIR T,

BE LT

TE Bk

REBRFE Rk v~ 7T 70—, RABNICES, ©—27HEE
X FYF—/L (mg) =MsXQr QsX1,25
Mg : TR Y A=/ EESFERE (mng)
Qr : MIEHEME LT 2R D= X U A —/LD

11



Qs : MIZHEME IR T DIEBERIRO=A R ) A —L DM

PAR IPIRiS
REHA : AR 20 U EE MR E T 5. BRICKEMZ THE (=2 Y A —/VEGE
ELLTH02mgml) &%, SEEDOAF ) —NERAVDERSBEE 3 BTV, EE
HEEE D, NEERKEZMZ, AZ /) —MITHER (=X b Y A —0#) 10 pg/mL)
MR = A MY A — B R A F ) — VIS THEREY, WIBBBREEME, 24
= THRRL TRENAKD 25 &L T5 (=2 MY A—/# 10 pg/mL).
7d, PRI, REHAICET 5T X b U 4 — LB BRI A5 PSR T 0
BELR-ICRA LD ICHMT 5.
WIEERIK . =X M) A— L RBRAREEBA TN E A Z ) —/VICHEME (0.2 mg/mL)
HEAE :20uL
RBEM (=X M)A —v) EEREER

AT NEEMW 2R Y A —] EEEER

Ehe LOBEE
VBTG U TS R ONEREICERIET 5.
TR MY A—/VAEHER : 105°C, 3 BEREIELIE

HER

o  HUEME MHEEBIIBWT, ELTHETAHAIE. [XX~XX % (BiAMHRE))
L IXX UL (FERYHRE) ) Ll 2,

. MEEYE OS] X, TEE LOER) ICE#HT 5,

o EEREIZINT. - 02BHERETH] LI BR=A N A—AEE TREO (2
DWW AmL ZEREICED, « » - AF /) —AEMZTI00mL & L, EEEELT 5] 2
EOFRRBEIC L 25 L0 25 HEARZSORBETH S,

o HEXBERTA NI A—EE TEENOEELTOHARY, L2 Uatkamk, Zu
BRERERLE L2Z b, UTFIHAIRTE L OCHERELEE T2 2 L3 HE
Thd, TOHE. BEERRITRBERD 25 (SETH 2 MNEITR2\,

TR R A= NVORTEIKTIEE (%)

=Qr.” Qs X Cs,” Cr X 100

1 WEREME IS T 28 BHER DT A MY A—1 Dk
Qs : NIEEMEIZ AT 2FEHEFKROT R MU A—/L D
Cr: RBHREF D= A b Y A=V OERBEE (ug/ml)
Cs: BEEHERFTOA MY A—NVEE (ug/mL)

12




BE . BRESH (ARFTR LY F—AG EREHRE)

ERE AL20@ULEEZEY, TOEEREZBEEIIEY, HRE TS, = A MIA—

(C1sH203) ¥ 1 mg lZAET 2 EZEHEICEY, KSmL 2IERICMZ, BEFEEZHANT
W RS HBES B, AL 7 —/L25mL ZMZT 10 2RIE Y REL%, BOSBEL,
E®iEE LA, BICAZ A 25mL i, FREOEREEZ 2E#KRVIEL, LEBREZED
o, PUETEAIE SmL & EREICMZ %, AF/—AEMZTI0nL & L, REHERET
A. BNz R N A —/UEERES %& 105°C T3 BRIEERL, 200 25mg ZHEEIZEY, #
B ) —CEMNL, ERIZ100mL &5, 0K 4ml 2 IEMRICEY, PIRERK S mL
PERICIZ I, A% ) —AEMATI0nL & U, SEAEE T 5. SREHERR OEE
VK20 pLizo %, UTF I=X MY F—v] OEBREZEHATS.

T A KU A=/ (CigHpu0s) DE (mg) =MsXQr QsX1,25

Ms: TR MU A—/EERDOFRE (ng)

PIZERIKE TR MY F—NBEBRAREEBRA FNLOAE ) — VIR (1—5000)

13




fHg—2 BHITOARBEFONETLERTHRICBRETNEFE

BATORREORLHENE %, EEFHRX LR CEHMNRERMICEE T A bR 1
WOR Uit & AR REN TR E £ 2 5, 7L, MERBRIZKIT 2RERRD
BA (GWEANY)TF—va VB TRERBR THLEL SNAHIE AT A—F DR
THHEZ1T > TV DI5EE) 13, HEE A HEEEL%RTCICERE T 5 Z L@l cian
LEZbND (RERROBAOTEG [MEx OBEBGWE : 25 L0 K&V, BB
BROME % OEGWE,/TER-EROA 7 Xt ),

14



=

T 1 EERREREES 2016 —RMHEALF 2T bY A U RESEE ()
CiEo. FERK 28410 A

2 kI HTF TBUSRUORBRAEOAEL Q) ~EBRRBOBANDDOER~] (RBEE
BHIARREZONE 1-15 BN A T, BEICH QI2 TERINTWE T A 7 A
IR U Ay MCBEELENE 16—25 B 2ET),

15
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