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1.7 ¥R AR ERHER

(HEEAELESFAI7E U1, 2eDEBREEALV =,

HE . a7F P EE A 1g (Lot No. CXY7902, CXY7903, CXY7904)
aA7F U EEA 2g (Lot No. CXV7903, CXV7904, CXV7905)

RIFIBE B 25+2°C JRE 60%+5%

REHME2F

® 1 aA7F VU 1g REMHERG OvhT1E)

HAEXIEH FRI&E BHIEEE | 1218 24 1A

HK; 08 | BeE~XEEORBROESR | &6 k=) k=)
XIETFER MR

pH 45~70 4.8 5.0 5.0

7K 53 (%) <15 0.2 - -

Z="%) 90.0~120.0 104.3 102.4 102.6

xR 2a7F VA 2 REMKERG OV EYIE)

HAERIEH FRRME BitREE | 1208 | 245A8

K08 | BeE~XEBEORBROESR | &6 k=) BEE
XITFEREM R

pH 45~70 4.8 49 5.0

K7 (%) <15 0.2 - -

Z2"%) 90.0~120.0 102.7 102.4 103.2

[(ZERRUHER]

HRHEXR1.2(1ZRL=,
RELELO7FDVEFAODHBRUVEELEE FRBROEENTH o=,

(#5em
A7 XV VASRAERIRERR@E2°C. 2 FRICEVWTREEERNTHY . BEDT
BRBETICENT 2 FRERETHH_EMNFERSNT=,



27XV ESRRADEREROREM

(75i5]

AT XU A 2g 5 ETHK 20ml, 5% T K5 517% 100ml X (XEEERIE& 100ml [Z
BEL. BAER. R (25°CHHEERERS) R 3.6 RU 24 BRI R AT (5°CEN) R F
24 BFRE R U 48 BEfEI BT A0, pH R U HEEBREE-ILBIEE T -

(#ER]

NERRF (X 1)
AT FDVESH 28 (FVTHDBRICEVDTENERIC DOV TAMR R 24 BEFETIRITEL
RIFEFNRBOONGA DTz, pH [TIERHIICEEEAICS TR RN =,
N EERERDEFEEEDITET LA, 24 BRIE TR E THo71=

2) AT RTE (2)
AT HFD VISR 28 [FVTIDBRICEVTIHERICOVTEZLOEEN RN T,
pH (XA R ERAICEMERICS IR oN T, HillXIAFREREEBITIETL=A, 48
R E CTRETH o=,

CF))

A7 FDVEHA 2¢ (ZOEFHAK TR OMETHE. £ERIRRICEFELE-ERRT 24
B R OO AT GEEE) IR 7F 48 BFREIICE ULV THETH o1,

F1AT7FIVETR 2 DBMBBEOREN . ZRFEF FEHOYE Lot No.CXV7801

E2E BREE £] 22 15 | =8 (25°CHia) ENELA
#wE |a7xr | B B% JEFEE | 6B | 4B
i 5 B | 20ml | 2¢ VA% ) WEAE WMEES | HMERT REES
7K BA BA A BA
pH 4.96 4.83 478 450
i (%) | 100 99.7 100.2 95.7
5%J Kt | 100ml | 2g VA% ) BHER EMER | EWER | WMERE
# x5t =0 = = A
R pH 3.96 3.92 3.92 4.09
Al (%) | 100 99.7 99.5 94.7
£ 3 & | 100ml | 2¢ VA% ) BHERE EHMERS | EWEE | HMERAE
1% = = oy A
pH 470 4.45 4.40 4.22
Sl (%) | 100 99.7 99.3 93.6

N EABMZRFRETT




R2AT7FVVIHA 2 DHEBROREN  AARTE FEAAYE: Lot No.CXV7801

E2E [ =y #mIEE | AET(5°C). ES
e | arxvy 1 B 2 B
FESTRK 20ml | 2g SV ER =S REATH
pH 477 467
34t (%) 98.9 94.9
SWIRMEEST® | 100ml | 2g 58 AR | A
pH 3.94 3.96
34t (%) 97.6 95.3
EERIER 100ml | 2g 5V EWEREE | MEeEH
pH 4.42 433
34 (%) 98.0 96.5




3.pH ZEEHER
A7 XDVFHA 2 A RAKISARL, B XIIKEBIEF D LREMRAIZEEDEL
W pH EENZRIELT=

(B A E]

A7 XIS 2 #ESTAETSAK 20ml [THEMEL.pH FAIEL, ZOBKIC
0.1moL/L EE&FT=I& 0.1moL/L KEEILF R LFEMANBEDEIEHAEHONTEE . N
ATBRERU pH ZAIELT=,

pH 4§ :45~7.0

-5XBRIA& : Lot No.CXV7801

o (A)0.1mol/LHCL =E&pH XL | 8 L=
BHPH | B)0.1mol/LNaOH MR TibmpH | fel | DR
(A)0.8mL ME RSN 4.39 058 | BEMEESR
497 (A)8.4mL mEEER 3.60 1.37 =)
(B)10.0mL WMERER 7.59 262 | REREHR
pH ZEFIRT—)L
pH1\ 2\ 3\ 4\ 5\ 6\ 7\ 8\ 9\ 10\ 11\ 12\ 13\ 14
pH3.6 fHE THE W AVEH
439 49 .
(430 fLECaErS ) ! 1o

(M0.1mol/L HCL ;HZ £ 0.8mL
20.1mol/NaOH ;E#ZE 10.0mL

CED)!

A7 X VESA 28 D pH REFFEBR TS B EEARoNT=,
BRI EDESDIRICESETLDARENT VO EBRISEET IVENH D,




(5ZEH]) (XRRIZEDER)
o) b hEIEDERE EILRER

BEDORS
[:72)2 1g(Hfl) % 4mL DFRBKIZHEELIzER. COBKIC 100mL ZEE
0:72U2 1g(Hifi)%& 4mL DZEBKITERELIZR. COBRRICEEMFIOREELRS
BRADREEYE BEE%. B 20~24°C. jBE 51~72% - TRTE
H1fH&E5E : Bacillus subtilis ATCC6633 [Z&bHv Tk (Bin&iz&s)

I:I [ Staphylococcus aureus ATCC9144 [Z kBB &%,

e & #l B (B2 & |~77U> 1g/4mL
7| ERf 8= H OER|BEA|E#® |3ni& |6hik | 12h | 24h
— | ¥ % IHE | HI % %
B X |EETAZE|I|100mL |58 |EE
B | | Bk = | | |
=) pH 500 |5.08 |480 |448 |450 |4.60
i 1005 | 996 | 97.7 | 975 |97.0
£EEE | T |10mL | S EE) | | | |
" =B
pH 510 |5.12 | 485 |448 |450 |4.40
Ll 100.2 | 979 | 979 |975 |975
#E|5%VYU=y | I |100mL |50ER |®E®R| | | | | _
8+ EH
i pH 7.38 | 450 | 430 |4.28 |420 |4.30
palii 101.4 | 999 | 965 | 965 | 934
5%7JLOK| I |100mL | 448 |ER
v meR | - - - -
pH 410 | 420 |418 | 416 |4.12 |4.18
L i 988 |981 |975 |96.7 |946
5%JRoME | I |100mL | SMER | B | . . . .
EH
pH 430 | 438 |431 | 430 |422 |432
palii 999 |978 |954 |944 |934
20> = | I |100mL |48 |ESR
yk—IL e | - - - o
pH 535 | 456 |438 |433 |425 |435
L i 983 |974 | 964 |949 |934




i

oy =

& Hl BB & |77)> 1g/4mL
7| ERf 8= H OER|BEA|E® |3ni& |6hik | 12h | 24h
32 Py IHR | Al % %
7IEYUFZIV| I | 100mL |5 |ER
2 | D2 m | - - - -
J pH 6.10 |6.14 |6.03 |6.00 |570 |552
i3 ki 100.0 | 99.6 |99.4 | 975 | 945
BP0 | 1]100mL | 448 | ER
#l | D2 e | a a a a
pH 590 [598 |[590 [590 |578 |5.66
pallii 985 970 | 965 |955 | 940
JOF73| 1 |100mL |58 | EA
U XT B | a a a a
pH 6.28 |6.35 |620 |620 |608 |592
L i 984 |975 | 975 |96.7 |952
ES KA | I |100mL | 4188 |E®
v e | - - - -
pH 552 |562 |541 |540 |528 |5.15
bk 99.1 (983 |980 |975 |965
m|F+XkA| I |100mL |58 |®E| | | | | _
w | EH
= pH 440 | 440 | 438 |427 |426 |4.34
A L i 996 [996 |980 |975 |935
A\ SoFvy |1 |t00mL | SME |\ EE) | | | | _
=
B pH 6.70 |5.77 |560 |[550 |523 |5.14
i yali 996 |983 |983 |975 |973
BlyyaTt |1 |woml |5t |®me&| | | | |
2R
pH 505 |5.02 |498 |[498 |485 |4.84
bk 990 (985 |985 |960 |934
YJZT3 | 1 |100mL | SHER O EWE | | | | _ | _
=
pH 506 |506 |495 |498 |484 |484
L i 1000 | 980 |[965 |946 |923




i

oy =

& Hl BB & |77)> 1g/4mL
7| ERf 8= H OER|BEA|E® |3ni& |6hik | 12h | 24h
32 Py IHR | &l % %
M| 7424 | I |100mL | 5VR | |E| . . . .
H|I—IL3E =B
* pH 428 | 440 |428 |420 |435 |4.36
H ki 100.2 | 975 |96.4 | 954 | 949
Al| 725K | T | tomL | SR EE | | | | |
oy
S pH 726 |6.80 |656 |648 |6.20 |6.10
i pali 1000 | 996 | 994 |985 |976
Blyvsn |1 |woml |48 [®me | | | | |
=B
pH 523 |4.60 |441 |440 |439 |4.31
L i 995 (979 | 975 |952 |926
Y4 | 1| 100mL | SR B | | | | _
—JL EH
pH 798 |7.79 |743 |680 |645 |595
Ll 100.0 | 988 [98.2 [957 |91.0
%A |DI|20mL |48 | |E B B B B B8
AP NN B | LB | CRBX | B | IEBRX | R
pH 6.04 |484 | 465 |455 |423 |4.22
L 994 (1019|985 |986 |924
FF|F454> |1 |05% |48 |Hm=
fiek 2mL -1 - - - -
F BA
i pH 745 |6.92 |7.00 [7.00 |6.20 |5.90
L i 100.2 | 996 | 97.2 | 954 | 954
gavyy | 1| 5% NeE | Ef
2mL meR | - - - -
pH 6.32 |535 |560 [565 |520 |5.00
palii 100.3 | 99.1 [ 983 | 975 | 949
FF o|toomL | S0ER (BB | | | _ | _
EH
pH 590 |5.10 |510 |[522 |482 |4.70
pallii 100.1 | 100.1 | 975 | 944 | 923
I | 600mg | 4} £R i 2]
-10mL me | - - - -
pH 624 | 603 |560 |536 |523 |505
L i 1004 | 979 | 962 | 934 |924




i

oy =

& Hl BB & |77)> 1g/4mL
7| ERf 8= H OER|BEA|E® |3ni& |6hik | 12h | 24h
32 Py IHR | &l % %
k|7 K F+ |10 |25mg |58 |#& &K
| (AC-17) ~5mL el | | ||
i BA
pH 578 | 465 |460 |4.70 |464 |4.42
ki 100.1 | 970 | 954 | 928 | 906
FSUH 3| I |250mg | 9VER | % &
> ~2.5m ex| | | ||
L BA
pH 740 |6.80 |6.78 |6.80 |6.22 |5.85
i 996 |984 |983 |954 |934
| RJ)LYF | I | 5mg HE] #HE
| Y -1mL pof:] B B B B B
i pH 280 | 488 |468 |458 |4.40 |4.36
pallii 996 |985 |981 |944 |[91.9
A T741) | I |50mg |SM | E| | HE HE HE ®BE
v -20mL ' & BA | BA | BEAE | BA
BA
pH 935 |877 |829 |815 |808 |7.81
pallii 914 |738 |698 |651 |61.1
E|7UFIVF | I |10mg |58 | EH
i -2mL e | - o o o
S pH 335 | 489 |484 |480 |473 |4.70
~ Hif FER | "B | R"E§ | FEA | B3
#l I 5mg 48 ®E&| | _ |B&| B8 B8
-10mL EH EE | LER | TLB%
pH 365 | 430 |442 | 437 |440 |422
palii 996 (991 |99.1 |985 |981
EF¥XH— | I |10mg |48 |# &
v ~1mL el | |||
BA
pH 6.67 |590 |550 |530 |508 |485
pallii 985 [99.1 |985 |980 |975
INoh—)JL | T | 50mg | 4VEE | E®R
-1mL meR | - — — —
pH 590 |4.95 |505 |490 |488 |4.82
L i 987 |985 | 979 |980 |[975




i

oy =

& Hl BB & |77)> 1g/4mL
7| ERf 8= H OER|BEA|E® |3ni& |6hik | 12h | 24h
5 Py HE | Al % %
E | 73E4> | I |2mg neE =HE
5 —2mL w0 | | | | T
2 pH 592 | 490 |495 |495 |480 |4.62
% ki 990 (956 |941 |938 |938
Rl | E4v 3y | I |500mg |48 | &
~omL g | | | | |
pH 6.50 |6.33 |636 |6.34 |633 |6.31
bk 101.1 | 100.1 | 98.3 | 949 | 934
r—av O |30mg |48 | % &
& B - - — - -
BA
pH 555 |4.95 |500 |[502 |478 |4.80
pallii 989 [970 |953 |925 |[922
TAY— o0 |30mg | 4V&1 ® B’
~3mL el | | | |
BA
pH 6.23 |558 |550 |[529 |500 |4.92
L 101.6 | 988 | 969 | 953 |934
v—I8T Ij4mL | 5MR |(EE&| | | | | _
=B
pH 500 |5.10 |518 |[520 |540 |5.40
L i 100.0 | 1006 | 984 | 955 | 95.0
E4ADY | I |10mg |48 |EVs
—2mL sl | | | | |
pH 471 | 495 | 498 |490 |470 |4.70
bk 99.7 (984 |966 |941 |938
I |100mg | 9488 |EVY HE B8 | B
~20mL s | | | LR | R |
pH 465 | 472 | 476 | 483 |4.76 |4.65
L i 100.1 | 969 | 96.0 | 949 |934
E2/4)> | T | 50mg | 4488 | & &
~20mL el | | | |
7SR
pH 383 | 435 |440 |432 |436 |443
L i 996 |956 |89.8 |86.1 |[835
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& Hl BB & |77)> 1g/4mL

7| ERf 8= H OER|BEA|E® |3ni& |6hik | 12h | 24h

32 Py IHR | Al % %

£ |®A4F32 | 0 |[10omL | SMR | % Bk| | He | H#e | "#S8

2 | 2y—E— # & SRR | LR | ERR

> ps

Gl pH 374 | 439 |440 |433 |436 |4.44
ki 98.1 [995 |966 |947 |933

i\ Tok¥x4 | 0 | 100mg |SHER (BB | | | _ | _

E ZEA

i3 pH 5.82 | 548 |492 |440 |460 |4.35

& ki 1005 | 974 | 954 | 934 |90.1

5 I | 500mg | 4} &R ;e

Al w0 | | | | T
pH 558 |4.62 |468 |452 |430 |4.00
bk 99.1 | 988 |974 |966 |93.0

gl | Y5Oy | I |8mg e | Ef

23 -2mL e | a a a a

R pH 850 |7.30 |7.18 |725 |6.18 |5.82

) i 1006 | 983 |975 | 954 |923

T | KiAMETL | T | 50mg | MR i

AN -5mL mE | B B B B

i pH 6.80 |6.25 |6.35 |6.35 |550 |5.67
L i 1006 | 980 |[975 |934 |923

Y)ILa—F | I | 250mg | 518 | ER
7 m | a a - -

pH 724 |738 |720 |7.04 |693 |6.32
palii 988 [979 |979 |964 |937

| =auy o |30omg SM8R (B | | _ | _ | _

%f% ~6mL &

B pH 790 |635 |6.05 |6.00 |565 |550

= I 99.6 | 985 |976 |969 |96.3

> I | 76% NE | Ef

= ~20mL pg | | |~ | T | T

%E, pH 7.70 |6.90 |6.70 [6.90 |6.30 |5.90

i paYii 1003 | 987 | 989 | 954 |923




& Hl BB & |77)> 1g/4mL
7| ERf 8= H OER|REA | E®% |[3hik|6hk | 12h | 24n
— | & % IHR | Al % %
B | ZF|HYIF— |0 |20mL |48 |% &
B oL e | | | |
& |t B8
pH 574 | 555 |521 |516 |500 |5.01
ki 1000 [ 985 [954 |[954 |903
RN=L)r | o |8 FH|#& (wE| | | _ | _ | _
GAYD L BAfL ZEA
—4mL | pH 6.48 | 558 |540 |516 |4.86 |4.81
i B | B | /B | &"BH | 1~EA
1%a>kno | 0| 10omL | 5V&R | ®E | | | | | _
v A
pH 6.71 | 543 |510 |490 |476 | 451
pallii 996 [982 |964 [922 [916
TYoRS | O |10mg |48 |ER
v -2mL mE | - - - -
pH 335 |528 |500 |494 |484 |477
paki 100.0 | 1000 [ 995 |[97.3 | 943
2YAUV, I1H8E | &E| . . . .
iz A
-imL | pH 6.74 | 539 |488 |496 |470 |4.35
bk 975 |99.2 |969 |943 |88.1
B & #l E&& V) 1g/4mlL
7 | Bk HER|ES | E® |3h# |6h# | 12h | 24h
% | $ IHE | | % %
O\ | SOrRE mElE—F | AR Be | | _ — | xm
% | ¥ | 250mL BE&&72 B8
| & | 5%2U=v | 1g/4mL | pH 521 | 484 |465 |452 |444 | FER
[ b2somL | ZZ B K TE | A 101.1 [ 99.0 [ 995 |975 | 7FRHH
g | p | 3TV Ne | B A
& | GasomL, =l | | | T
% VAR B k! pH 574 | 570 |563 |561 |552 | AHER
Al | sl 78 kil 101.0 | 102.6 | 990 | 97.4 | 7EH
SK 10l




i

Al

oy =

Bl & Al B &E
7| ERf HER|JBEA |E#% |3nf& |6h1& | 12h | 24h
5 IHE | #I % %
E |74y —|thFZEz—F | NG BER
2 | 25mg2sml |EE®RY T | | | | |
% S9Fv9 | 1g/4mL | pH 6.51 |6.15 |6.10 |592 |560 |5.42
G250mL TR palliil 99.8 | 100.0 | 97.8 | 96.8 | 94.4
EaASy | 7oUviek |[SMR (%% | | | F ok e
100mg20mL | 5% J K ™ #& * & B e EA
BITRDHE | DO—EBIZH i WA
100mL fiR 1% EF pH 471 | 465 |465 |465 | 461 |4.60
palii 998 [970 |952 |937 |923
B oo — N | |E
i | L 10mL, weR | | | | |
| 5% TRy % pH 6.00 | 456 |461 |449 |435 |4.40
&l | 500mL palli 994 (977 |950 |[957 |920
| F¥9oqFK N | |E
= | 5mL, w0 | | | |
| 5% TR ¥E pH 881 |528 |501 |493 |478 |4.71
fig | 500mL pali 998 |972 | 944 |914 |882
Blroaey (mmz— | sw (we| | | | | _
| img BRaky EBA
SEEIE | 2¢/8mL | pH 538 |465 |463 |460 |436 |4.36
& 500mL | ZBEKTIE | nif 1006 | 954 | 989 | 968 |92.9
To¥—) | N | EE
10mg, Pz — — — - -
HHERIE pH 536 | 468 |464 |455 |431 |4.30
& 500mL pali 101.0 | 966 | 950 |96.8 | 94.2
B\ BN | 7TV 1| R | EE | | _ | _ | _ | _
Bl L (hill)EE E A
B | 20mL, HEREIERKIZ|pH 6.14 | 503 |481 |461 |434 |4.31
FERE | AREMA | HE 99.9 | 984 | 982 |965 |90.4
& 50mL EIRFN
g | VIILa—TF N | J|E
,3; 7 250mg, e | | - - -
’3—'; HHERIE pH 710 |7.08 |685 |6.60 |6.20 |5.52
& | & 100mL ki 995 | 977 | 988 |962 |918
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oy =

[ioy=g:i =P
7| ERf HER|JBEA |E#% |3nf& |6h1& | 12h | 24h
4] IHB | |l % %
B (YooY VY | Fo)y N8 [ BE| B8 | B8 B8 88
;%E 200mg, 2g (H1 1) EHA B | JEER | JEBR | LB
E | D42AY-L | EBWBED | pH 428 | 425 |423 |424 | 428 |427
# | 32 F500mL — 8 TA | A 99.1 [101.8 984 |940 |904
0%) JAI—L |BL. |5 (B e
fth | 35 F500mL, HZERa R
7 K5 50mg, _ _ _ _ _
FAA)E B
500me oH | 455 |455 |468 | 470 |461 |458
EXS5—+t 10mg,
F70%S 1ome palli 100.2 | 99.6 |98.9 |959 |90.7
*J1)4 T3500mL, NE | E R
7 K5 50mg, ZBH — — — — —
FAOLE B
500me pH |[536 |535 |549 |551 |550 |b545
EXS5—+t 10mg,
FFOAL T0mg Ak 99.8 |97.3 [98.0 |954 |900
1)k 500mL, NE | E R
77 50mg, 7&HBA —_ — — — —
FAOLE B
500me oH |586 | 580 |623 |612 | 600 |5.94
EXS5—+t 10mg,
FFOAS Tomg S 101.8 | 1004 | 97.7 | 974 |91.4
I\ LR 500mL, NE | E' R
7 K7 50mg, ZBH — — —_ —_ —_
FAOLE B
500mg oH |608 |605 [633 |620 |598 |596
EXS5—+t 10mg,
FFO%LY 10mg paRlii 99.1 | 988 |96.7 |941 |880
AN B [ hEFlE— | NE B
BT -1mL, EEESE B | — —_ —_ —_ —_
HBBREBE®R| 7OV
100mL le/dmL " " T620 |536 | 479 | 486 |458 | 430
DB K
baRii 102.0 | 101.1 | 100.3 | 98.7 | 925

TiRAT




