FHo e EEER AT RSN REBF AR R
B EEBENREHEESSWLE

5 A G R R ML BOR R R S N BRI R T R B — I
AR AE A WCT 2013 1 1T H-11H 14 H 2 DY) 128 s i A JF . 4 Gekbbn
HEEARZR A 2 BN I 7 BR 2 By 2 2 A AR A AR B A O ARER 2N T 518,
SrUCH 4 [ GURPRHE AL BORZR A 2 BN GBI 70 B 22 R 2 EHF .

S E YRR AR TS 51 & AT Z 51 PRBAAL T FE B A PR A 7 55 &l i
GEA=E PPN SV NP S i 2 A Pl s N AR DU B LR N .8 13
(4 [ G RbbR EA B AR ZS T2 22 BN YRR 73 B R 28 o Jom AR ), X288 —
oras TARMR T g, Koo )m JE A3 — m oy S BB il 36 s sy 2 E fi L
YRR 2 7 Ut A 4E B TARR A Kkl 1 AR (O T3 = a4 Gkl
PRAEAL R Z2 A2 VGBI RIS HOR 22 G ot S b 200 SO, GebnZR a3 1m) 58 — )
ER GBI 7 R ZR R 2R AU T IS RRBIE B4R S 2uR i 7 CRgiie T
TSR BRI DT )« RS AR T (G5 ZUk s ah A A F R
B BORVEEE, 323 752723 SURCERATH R EvGE

ARSI Iy — B 5 o A AR 58 i 1 700 S LAT s 17
TGUbR E M A [ SR AR v B 40 R A AT AR HER E 13500 e rp™ g
HE2T; 7 VAR LS T

SUWCHE S R ARHERE B LA ) % AL ARR A A T ArAE AR B 1) AR AR, 42 TR
HE AT S I T VAN B AR FE R BB 5 AR LA A AR AEAE SR R AR B 5t L R Ak 3
B, SSREMATT 0 REITHE, SHhrdEE s fade s TIr 2 @R =
LRI .

A URBRE B A o 3 AR A o AR 254, W mI25, BRASHIARHER ISR
FARUSL, Fe b — SO O I . 4 B AR BIR 23 A 2 TAR AR G HILE
RIGAPARZ AT AR FEBE T 170D H (LMD .

17TARHER) B 4518

[ B R BT H 0 96 T 1 7 IR HE (1 1) R AL, VB RS RE B A4 N A1 B A A
1B UG ARV B SR uE (B0 TATME bR FpEEHR L.

17HbRHER) B A R AT



1.
D
2.

D
2)
3)
4)
3.

D
2)
3)
4)

D
2)

D
2)
3)
4)

D
2)
3)

GG KRMESEEERENNE  EEEE R

TE 7.1 AR AN U AERFR o

GLGBPFIFEEMREOWE 5 X 5 44 -2FEFEH K (MDA)
Ml HERENEE R AR E

B 43 H1 4, 4-"FHTIRIBEIOCAARR, BN CAS 5

W 7 P AR SRR,

6.2 FOCTIEMHIRLE 6.5 (KL, IFAIHRRIIRIRRIERE S, F HPLC #iiE;

6.5 15 2 BOC T RN ARSI 1 BL

GRYRBIF P EEVRANE 5 X 3B N-FEMMELER. NN-ZFE
FIBERAT NN-Z R 2B R RE  HER M E SR el

MR 6.3a) FhoC T EE AL

W 7 P AR SR,

IR 8.1 Hhe AT A

T 4.6 FERIFOR.

GRARBEPFIFEFMRMNE £ XS SR rEXBnilE  #Ek
[ 2K A e 1] <E

X 8.1 MERPRAZAIA

Xt 8.2 [EICRMFIAHH T AL

GG WASYNIMAtRKNE 81 s Yt EEELT
A7k bR e B

FEMES| FHSCHE 2 o GB/T 6688 $EHIHEAR S

43 F16.1 M LIRE A, Gt BIAE A

DS BEEH 5.2 S0 % F/NIFLZE IR

6.2 HEREAW) 5g TON (5.0£0.01 ) g, FrAERGHRE N ASE
GG WASYNIMARKNE 582 8o B EEEAT
A7 b bR e E

FEMES| FHSCEE 2 o GB/T 6688 AR

XTJRER 3 FIFERHHTING, SaRitE SRR T iE;

43 F16.2.1 W LIRE 2, Gt B AH BB



4) 6.12 THRLLUW) 5¢ U (5.0£0.01) g, FRAERGHITE BHAE RS

7. GiRGLEBIR SASNGFINAMERINE 553 W EEEAT
A7 b pR e E

D S EMEIARTERIE s

2) 6.1 HRURBCHEA TR

3) 43 F 6.1 THICMRE 24, i I RAZ T

4) B 6.3 H AE*A Lab 5 CMC

5) 6.2 TERLLW) 5g 0N (5.0£0.01) g, ARG AR ASE

8. ZiHLRBEF FERMEKN HARMRERNE HEFEL T LR
xE

1) i\ GB/T 6688 1113d i 14

2) WREE 3 RIR AT .

9. ZILREBLF BRUEEEGR AR TTATWAR S E

D 3 PGt RbRON: BEPCR (NPT /R,

2) %} pH $EbREEEE TR

10. i BB BN STRARIREREER R TTAT AR R E

D) ARSI PSSO 5 PRl TIVE ZOA 5E—

2) 463 FH 5 H AT fUAERR;

3) 47 CHUENRRIRAEE, e R R,

4) 53.1 % pH Hahn{r”;

5) Bt A B EEARET RIS A O R E R b

11, R4 BBIR EEFEER EIEGEAKNE A TTAT AR 2

D MRS, BRI PRSI R

. GIGGEER) WA RSB ORERRNE RS TAT AR

D TE,

13. GiZA G BB 2 ZVEAMNE R TTAT AR R E

D TE,

14. L GEER) S/KERRE  HEFEEA AT AR E

D kR 3 ARIEFE X

1

N



2) FbrEIER K, Sk, TR RIR G
3) JuEE 1 ASChEL;
4) 4 [T RIR PRI HHARTE 5.1 H AL
5) JRBI RN A E TS
6) PRI
15. ZiA G BB WG ERMRINE  #HEE T WAR#ER] E
1D X} 5.6 A RFRIBRENCH 0.001g;
2) YRR 6% 3ETSEH A
3) 63 M RSN R
4) FIFRAEAT AT SEOR IR o
16. i\ G5 BEREL S ENNE  HEEEA T AR E
D BHEREIIE RS 6 2 J5, 3G 7 MR
2) 4 i —RAE RRRIE
3) 4.10 H AR ERFRHEAE RSO B IR SR RIE TARAR:
4) 6.1 HH AR B
5) 1E7 H4& S GB/T 8170,
17. GiRGRBhT) PRI RBEN LRI LMERONE  EEEAE T
PRt
D 5.1, 52 RIA#TRNEE
2) 522 B2t
7 17 s e E T 1 %:
BT BN 1%, VAR HE A

SVONN, B B PRt — AR R AN E BR 52 2 1) H 23 X% 0E,  ARifEdl T
O H 2 82 8 HYBORBE A, AT R B BSOARARHE AT TEAHE . FrifEdAR
RIS B EH R A B i BB TR L AR AT RN A=,
52 5 T TAR R IR TH AN AL, 75 B AT\ Uk 3L R 25 7, 8 &
Z ORI R AL REAR IR Z SARUER . BT A, BB Z 2 rbril TR
RIS, AT AR R AT AR HEL KT, R EAT M A R J



USRS IR e TARR) S22 5 BT AT N R s EO R g !
FERMACGRNILRSS /1N, USRS .




B4 1 B 2 I bR EH 3%
Fs R S A PG5 PR R
1 SRR MR IR Eh I GB/T XXXX-XXXX | HEZxbrElE
GG A EYFR IS 5 X 550 44- &0 .
2 ‘ GB/T XXXX-XXXX | [H5hwkiE
TRHE (MDA) [lE
iR A E RIS 55 X5 N-FRJEntng o
3 \ | GBTXXXX-XXXX | Bzl
el N,N-— FFSE F AR NON-— F 3 2 B e
i A ERAIIE 58 X0 XPRerdaR R
4 ‘ GB/T XXXX-XXXX | HEZbrfkhlE
Ty
iYL AR SIGSTIN FERERIIIE 26 1 350 o
5 B HG/T XXXX-XXXX | flkArtEile
szt
S UGLREEF ARSI YIS HERERIIE 28 2 3 I
6 ‘ HG/T XXXX-XXXX | frlbbsuiilE
YLt
GG AR SIS HERERTIIE 28 3 30 L
7 HG/T XXXX-XXXX | APbreElE
T
8 | YIRS SRR EARERERTIE HG/T XXXX-XXXX | 47 \VbrdEdE
9 GBI BRI ) HG/T XXXX-XXXX | fPlbrvehlE
10 | GigUGREEhF i LR E R HG/T XXXX-XXXX | APIbrtEdlE
11 | RGEER IO EET IERE TrE HG/T XXXX-XXXX | fPIbriEhlE
12| i UGREE) A i R I HG/T XXXX-XXXX | AT\hedlE
13| i GEBhs] Jaisn) 2s aiie HG/T XXXX-XXXX | APbreElE
14 | 9iZEBhs Sk ERIE HG/T XXXX-XXXX | 4T\VhdedlE
15 | Y520EE5] FRARHYLT PHYYSCER I E HG/T XXXX-XXXX | APIbrtEdlE
16 | iR BEREh SR rille HG/T XXXX-XXXX | fPlbriehlE
17 | YRGB P MRFEs Uy MR R IIE HG/T XXXX-XXXX | ATIbriEklE




