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BiffcEINAZ LIz kY, BEEEFREOABILEN-RBH THIREITEL
RNEZEZ RS,

e re=
3. e

P EDRENG, ARREE, ADEIC BT AR URB MO BRI E LT,
SRR ERAEICEE L 2 LCh, REBRSEOBE 2 RIET 5 5 2 CREM72 R
PR & R LT

o HWEruv NSTFT4— (HPLC) &% AR B ML et

D%FR s ‘ ‘ ‘

e HPLCEZRAVW-MERBRECERE TR 2 RAREORER,

o HPLC %#%FIVVEMERBRE VEREICET 3 9 FEOMAE X R,

e L MG BT IERT B ONE SL E SR R A BT FERT Tk, 2ARTRBRREEHEBY (Official



Medicines Control Laboratories , ELF [OMCL] &V23) & LT, EXROREHEEREN—&E
THOHNERREZEBLL TV B, Lo T, HRERMNORERTBES L. RBEMEH
ICRWTHEYZ SOP Bl L. WERBRERICH = o T. HERHIILESLHIT OMCL 12
SOP &% T A LENRH D Z L 2 MHET 3,



fTék—1 FEEf

REMAERDE 2 H .
ARRFEARECLREAEC LEHEAORKICHEL T, BAEBIELEERD
HPLC IZ X 5 RBREICRB I COW A BT FREFH CRBEHEEZ R L., il 2Bl L
7=, ICH Q6A KTt Q6B Dxf5 L 72 A2 ERMZBE L TREMIIMETINTWA R, HHA
FZA OB EREAVERER L CHRESREBARELELS,
PAF 0 53 % LR LRkl 2 1Bk L e
s EREFROEFLOFHEZOBRRICETSIIL,
> REARSCOVTRBERTSETESTEIE,
> BEERREALET, BRCRRTI L,
o O EERICRTHREVORN &,
> SFEMETICEECERICR D FESFET I HEITR, EREOEE] it
BEIR U TRERVCERCRET s SH8T2 2 &,
s HEORER—HBOICRETEDZ L,
o HTOHEEEFEEFAHCEELRNZ L,
T HERBRIEELRNIE,
«  BAEFFOER - BAKA - —SRBRE 2REERA LSRR THI L,
o EBERUVEBRDY Y —ARVRAF—ACKELTHER RN E,
» HRRUCRBFEOLRERPHARICTEZ &,
FOET, '
» EEMICESHEEHDZE,
v HERROARLTREERBOABBFECHERTETHDL = &,

£, REAITIIRERURBFEREOEHRERZBRICT 570, ICH Q6A, Q6B R
AAERFICEREN TV RBLHEARY AVT, SUTFORHLERELE,

e RBAE

e HRIE T ERE

. DHFHE

« REBRE&H

o VAT ABEAMH

+ FEfE EOEE

7Y I RUATABRICE L TR, RBROFER U 2O/ IR U TRl
X Ths, EAOEERBRTHIUE, o7 ) I EECHAE k%, BRERTS
DR E) ORBELELRD,

WEARICER LT, —EROK (bA2WEEE M TRREART 2846 LR
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B—ELRDEIETANT y T LTHERERY (ZA4NT 7)) T3 2 2Or—2R
FEABND, OOgL (mol/L) DRFTEERREITHRAE, BHIT7ANT v FTHETHREN
LTEREWHRTILIN, AREOEHRTIIMEZERN L2V 2 WaRL Liz, EAMRE
TEOTARIEL SOP IZREBT B 2L &75, 2B, BEOREFEDEV BT RICEE
EEZZHETE. ARPRECRBW T HRESERGETIRAET 2# e T3 o 2
WETHD, .

Fh, BARERFLBRABEFEICOVTIL. BREOCERL LTREL TV S,

2B, FEBRFIIETOr—RA eI A—T 55O TIRWVE, AR CRENEEL
FidRE - REME D, hor—ATHEATETHD, RBEFEABEOERIC
bie>Tik, HERRFEOSERRIET D7D, 7 — A/ A =2 TR M WA 4
%ﬁ%é:kﬂ%ﬁi@%&wo

D) LA RERBFEOMERR GUIEEE AR LEIEARE T 2580) ORRe)
A7 uRY L UREF LAY E LCHER L 2 BRI R,

SE{EEES

(2) |igmg
RS BRI a~ V77 00—, BOMNRIERES, ©—rEHE
FUREHIEEE | {84 OFBAWE 0.20%LT, BIERWE 0.50%2LTF
Bl % DEEFDE (%)
=05 X AEATROE ~» EBRYE BEBEROA 7 u s _
RERME (%) =05XHPHEROBRERMESH /BERROA 7 n Xy
S s . ‘
REHER - AR EARIEIC THM®E (0.2mg/mL)
FEHETRHE « PUBHEIR % ABRIRIC T 200 52/ R
TR : KT E =D ARIE 6:1)
HEAR: 10pL
RER G
PIEHE : 294 nm
AZbFTEFIATINETY BT (Spm), RE46mm, £ 25em-
715 KREE : 45°CHRE
BEIFE . VU BT pH22 ISR L/CIRIEREE T R ) U A (S4gL) RUEMET v
E=ws (UgLl) B/ 7E = U VBHE (65:12)
il A7 u X3 ORI 20 5
EHRERE . AR — 70BN S F 7 YL OREROH 1.8 2
VAT AEAE




i EOER  EERET THREL, LHEIS T TRERVERICRETS.

R ORERS ARERIRE AT T 20 AR U SBOF 7 o %9 0 HHEHEIR D
FT YD 4~6%

VAT LAOMERE  F7eXH Yy (1 pgml) ROF 7 a3 U A FAK (0.5
pg/ml) OFRBBIKT, T 7P U BAFAE, F7 a3 o DIEICEH
L, BEE 258

SR AOERME | EHEEEOA 7 0% OHMERRE WHEL 6 E) 20%
EUF

HER

B HEEET, EIMBERIETE 3 X 5 iRt 5,
RBFETE— 7 AHLERLTOEE, FOMOEHTE—s B THS = &
B & A2 BN, R ERE LT R,

ST OB e GRS 1T B, TN B IR OB BRI EE T
PHAIE. [EHLEOEE] KANT S BEORERAZITET % Th5,

[V BT pH 2.2 KN LBIERRT 1Y VA (5.4 gl) RUBHRT VE=7 A
(3.1 gl) B/ 7 b= FIUVRBIE (65:12)] %, THiz—EBROKEMLZ, pHB
U ERER P BE TN 35 —2 (A & [REMIKT AT v 7 LT
T L R T S BTN B — 2 (B)) AhAN. EEOBE, pH RO
BHROEESADOREICINE S LEEShD D Lhb, BELAET5A8(LE

B LTRTIANLRDS, =L, REEOFETRET 2 0O8MiT SOP IZ7E#

ENTWOIBRERSLD, £, FHHRERECHERRE,. pH RUNREHLER, itk
BEOFERDIZDIZRD b2 HEIE. ARPHEEORRIIUENMOEE CAITD A XiZ
B) ¢ 9B ZLBHBETHB,
A: BEFRBTMNIUATOg RUBHET VE=7 A 4.0g %K 1300 mL 28
L, VUBREMATpH22 IZHREL, 7 b=rIAr240mL &2 5. (B
RA7 8 %¥ L DHE) | -
B: BEFRBETFIVLATOg RUBHET E=7 A5 4.0g 2KOOmL IZiEH
L, DoEEmitTpH 2.2 WRELEZHE, KEMALTI300mL L L, FEh=
FUA 240 mL EMNZ .
RIHOIERICR T 2 TEMEEEE HIEIC T 20 (AR LEIROL 7 v %L piigle
BROA7axh 0 4~6%) Lix, NEHEEE 1ol 2 ERICEY, FREZNX
TERIZ20mL 2 L, ZOEMNEBEAT7oRY oY —r mES, EERKoA
TaXgi 0 —r EmEo A~BWIRD D L EHERYT D) L ) RFE A EMbRE
LieBEo—fThs, '



8% . PRERA (BRF7rx¥r MERBRER

) JEYE REBRMEIAEETTITY. A 10mg 2K/7% b= b Y /LEHE (6:1) 50 mL
ML, REHERE TS, 20 1oL 2 EREICERY, A/TEF=FIVBRIEK 6:1) &
Mz TEREIZ20mL &35, BIZZOH Inl 2 ERICEY, KMT7Er=PINERIEK 6
1) EMATERT I0mL & L, BEEERKE 5. REHARR VSN 10 L > % ER
&Y, ROFRBTHEs o~ 57 4 —<20I>IC L WRBETY, ThENOBEOZ A
| pe—rERE EBRSRIC L VMET 5 L &, RABHOA 7 2L SO E— 0
K& DY— 7 TR, BEFEOZ 7a%Y I rOr—JEREO 25 fEL D RE AV, F
o, ENHDOEY—7 OGFEREL, BEEROY—JEEI Y KE LR
HER R
RS  SRAVERERER (BIEHEE : 294 nm)
AZh AE46mm, BESmDAF U VAFIC S mDiKEIn~ 57 4—H
A7 BTN Y MY B AR T A,
H1T HIBEE : 45°CHRD— EIREE
BRI BERET P UL 7.0g RUEHET L E= 7 A 4.0 g 27K 1300 mL (ZEEH L,
D UBEEMATpH22 [ZHHEL, 7= RFIA240mL 22 5. |
PR : A7 et ORI 20 S22 K 5 ICEET 3.
mHEERE  BHOY—7 ORI LA 7 X3 U DRERRIOK 1.8 iS04
VAT KEE M
BHORESR  BHEATR | mL 2 EMIZEY, K/7EF=FIAERE 6:1) Bikeinz
TEREZ20mL £ 55, ZOR 0L 2 oBed7uxd L ror—smEs, EE
BEOA 77XV O —JHRO 4~6%I2/2 5 2 L 2HEERT 5.
VAT LOMWRR  BEHAKR 0SmL 2V, 7Y UBEAFAEKOK/TE M= b
UNEHR (6:1) &K (1—20000) 1mL MM, F|ITA/ 7T bb=hMINVBE (6:
D &M%, 100mL &35, ZOWKI0uLiZ>E, FROEGECHRIET SR, 7
ZHY AT, AT e Y L UOIEIRBEHL, FOSBEEIZ 25 ETHS.
VAT AOFBM  REEEIR 10 pLiT o0&, EROSETHENE s @V IRT L &, F
7uFG D E— 7 EROMRMMEERZEL 2.0%U T Th 5.

2) P ERERRFEEOMERR (BRBWHOTENE L BERKREERT2458) ©
FCH | : ’
TAET VB EETMMEAME UTHER LIEREMZ U TITRT,

AE{CRERF




HIERER TAFFUT VA
RBFIE  BATRERCERER:, WRE
RARE HIEERE : T ART VIV A, S%ET GERFERD, 15%LLT GERFILASESD
TAFRFV A (%)
= [Ms X {(Asa X Ar2) = (Asa2 X Am)} X251/ [Mr X {(Agat X Asto) — (Asar X Agp1}}]
Ms: 74 RFFAZHELTFRE (mg)
M : KGFRE (mg)
Aga  EBHERIR (1), 282nm Ay, EEHEVAR (2), 282 nm  Asg @ AR (1), 304nm |
Agr : BRHEAHE (2), 304nm Aq : RAEHAMK, 282nm A REHEK, 304mm
ST s
HEAE . TARTF VPV B EVAFAALRI Y FIZTEMR (95 mgml) L, A%
S —VTHR (8 80 pg/mL)
Rk (D) TATTJ//Bﬁﬁm%/%?wwa#/F %(WSmwm)
L, AZ /7 —MZTHR ($ 80 pg/mL)
BERK Q) 1 T4 R FUIEERERERIERAND 4 BROVAFNVALEFY FIZ
T #05mgmL) L, AF/—VMZTHER (18 l.lg/mL)
ZERRERIR « BUBHATR L RIRIE
AERSRM:
BIEEE - 282nm, 304nm xR : 22BU8RK
EEORR : LVEIZS U THERVERICIRET 5.

o MBMEOHTI - HEREERTABEE, RBRFEORBICERT B,

o [7AKRTY v BEBELRESAFARNGF L FICTEM (95 mgml) L] 0%
B, [TART Vv BREERC—ERBOPAFAVANFRY FEMXTENT/—
A (A)) & [7ARTY v BEERICSAFAANTEY FEMATENL—EE
RIANT 7 FBr—2 (B)] BhH5%, BEXEHILTOARY, 23, Ak
EHROTMIEL SOP LB L. BRORUGEOEVEHTHBRICHELE X 554
Wik, BREFENRERRRREYRERE TINERD D,

o HERRARTARTV VB HERBRNLERELTVARY, L LaRERE, EiE
BREPRERTE LI 26, UTRATRTELSIC FAAEXZEE S DI L A6
Thbd, EOHE, BERK (2) B F z&ﬁ“/ﬂiﬁuuwi"‘ﬁﬁ ERTHYA
FAAATRF Y FEREHERRR) O 4 R TH 2 HLE T2,

TARTFV A (%)
={(As X Arz)—(As2 X Ar)} {(Asa X Asp2) —(Asaz X Aspr)} X Cs,/ CrX 100
Asa  HEMEESE (1), 282nm  Agy : BBHERSIR (2), 282nm  Asy : EEHEVSHE (1), 304
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nm Agg : EYERTE (2), 304nm  An : BUSEE, 282 mm  Ar  SUEHAIE, - 304 nm
Cs : B (2) BOFARFFVBE (igml)  Cp: REBIRROT kT U o
» B¥RE (ug/mL)

8% ARERG (BR7AFT VB MEREBREE)

MERE 7AKT) A RRRUGTAKRT ) v BEERN S0 mg T2 BEICR
D, ENENTAFNINERY R 10 mL ZERCMATERL, AZ/—AE2NLTE
FEIC S0 mL &5, ZOW4A mLTSRERIZRY, A& —A%Mx CERIC 50 mL &
L, REHERR OMEHERIE (1) &T5. Qi) A R ZF 18804 20 mg ZHRIZED,
VAFAANEFY F4OmL 2EERITMZTENPL, A J—A 2% TEMIZ 200 mL &
T35, ZOW4mL ZEFEICED, AZ 7 —AEMATERIZSOmML & L, SER 2)
ETB. INLOMTOE, RPHAK L FARCREL TELERBRIEEZHBLE L, 847
RIFELEHEE<2.24-1C L VBB EIT 5. R 282 om BT 304 nm KB B3 NFH0%
REZFAEL, BRIV TARTF I AORERDBLE SULTTHS. KL, &
FARIUADOBFNAET ZBEDT LRTV v ADRIT 1S%UU T ThB.

FTHAFETFI v AR (%) o

= [Ms X {(Asa X Ar2) =(Asaz X Am)} X251/ [Mr X {{Asu X Ago) — (Asaz X Asp)}]

Ms: T4 RZF U BERKOTFRE (ng)

Mr: ZEOFRE (mg)

As : EHEESIE (1) @ 282 nm (T34 ARYEE

Agy : EBHEFIE (2) @282 nm B AWEIEE

Agyr 1 PEHEERIR (1) O 304 nm 12381 BURILEE

Agpr : TEHEFSIE (2) @ 304 nm 2381 AR HE

Ar : RBHAED 282 nm 12351F AR SLEE

Ar @ FRBHAIED 304 nm 2 35) BRSREE

3) (R ARERSMADERIEOTRRE
TR M) A—nEEETT RN E UTER Lz R#H % DT IoRd,

SE{ LR

ERk

RBAE W7 0~ N7 4 —, BARSCHES, ©—r mK
TR PY A= (mg) =MgXQr QsX1,/25
Ms: TA Y F—ViBRGTBRE (mg)
Qr : WIEHEMEICHT 3 RENNROT R R ) A —A Dk

11




- Qs WEﬁ%ELﬁféﬁﬁmﬁmzzbJﬁ~»®m

ISP HE

FUBHAE : AR 20 B L 2R E 375, BRIDKEMATHRK (TR b ) F— NV ERE
BELLTHO02mg/mL) ¥, SHEEORXY / —NERN3ERSHY 3 ET, BB
BiEE LD, NEEREEZME, AF /) —NITHER (A FY F—N49 10 pg/mL)

BRI R N A—NMBERE A S )N TEBESE, WEBEREML, A5
/=T THRR L TRERER O 25 F &L T3 (=& MU AF—/14 10 pg/mL).
3, PIIRYEIRIRIS, ﬁﬂ%&LkHézzb)ﬁ~w MR A NEEEME O
BEF—IZR5 LS RN 3.

PRI : =R M AN BRBRAREERA TNV EAY / —NVIZEME (0.2 mg/mL)
HEAER 20 '

BBREMHF =2 MY A—v) BEEER

VAT LEEYE TR MY A—v) BEEERA

| EfE LDOER

.bﬁkﬁbrﬁﬁ&omﬁkﬁﬁ?é

TR N Y F—AEHES, ; 105°C, 3 BERORLIR

R -

o  HURMEHEEEIBNT, AELTHET S HEIE. XX~XX% (BikiphE))
XX UL (RRWRE) | %LRd7 5,

o TEEMBOHRSEM 1T, ERLEOEE) WWE#H+2,

o BERRIZEHNT!- 0B ERLETE] LiIZ, BR=A M A—NEE TREDOZ
DI/ 4mL 2 ERECED, %ﬁ/—»&szlmmLkb,#&ﬁﬁaféJ&
EOFRRBEIC L 25E LD 25 EEFARZ SRS TH S,

o FHERIIBER=ANIA—AEE EBEEREMLEELTWRL, UL LREHER, &
Fﬁ%%ﬁﬁﬂabt_&m6 UTEHRT 2L 0 BEREERTHZ LT
ThBH, %®ﬁu\ﬁ@ﬁ&ﬂﬁﬂf&@z&@%f%é%?ﬁ&wu
TR NV A—NVORTEIIHTEIER (%)
=Qr/ Qs X Cs/ Cr X100 _ ‘

Qr : NIEEMEICXHT 5 BRERARO= X F ) A —NV Dk
Qs NEEHEICHT DERERIROTA b ) A — A Ok
Cr: BBHABTFO=R b ) A —/L OERRRE (pg/ml)

Cs : BHEFEBEPOT R Y F—NVRE (ug/mL)
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2% : HREME (ARTX M) A—NEE ERIERE

ERE AF20EUEEREY, TOEEEZBEEBICRY, BRETE. AN A—0
(CisH203) #9 1 mg IZHIET AEREHFEREY, KS5mL 2ERICNLZ, BEFEEZAWT
PFZENEL DBREEE, A¥ /=4 25ml £I0%T 10 SRR D IR, MOOBEL,
LEEE LD, FiTAZ = 25mL 2%, AHEOREEZ 2EHEVIEL, LBEXED
¥, WIREEK Sl 2 ERICNA %, AF/—AEMAT100mL &L, BEERE T
5. BliZmR B Y A— MBS 105°C T3 BREIERL, 2025 mg 2BHICRYD, A
Z =T L, EFEIC 100mL &35, Z0iE4mL #EERRICED, PUEHERE SmL
BPERECMA IR, AF/—AEMATI00mL & L, EWERIKE T 5. RENARE S

WR20uLic2o%, UIF TR MU A—) OEEREZERTS.
TR MY A= (CigHpu0;) OB (mg) =MgXQpr QsX1,/25
Mg : =R b VA —/VIFRGOFEE (mg)
PIRERIE =X M)AV BBRETEERAFLOAF J—NVER (1-5000)
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fHi&—2 BHTOEBEONFTZEETSHRICER T EHER

BITOARBOTRAEEY . KEFHS LB TABNARRICETT I bIGR—1
IR LR R R e B X B, L, MERBRITIY 5 RERRO
L& GEA)TF—va VEBWTRERRTUEL SNDHMERF X —F0OH
THEET> TOHRE) 13, BEE WEERLRRRICERT 5 2 L IHEm iy
LELBND (RERBROBEORES [Ex OFRWE : 25 LV RE< AV, Bl
WO % DFRWE/ BEREOL 7 n X)),
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