IR

21.3.-5
RH R

T OB HE &
ERE 2143 A 2 H

B REE ST (F)
HHEEEE B

BEASEHEEERALAEEETER
F+HEWIEARERFEBMEBRROEMITONT

B+HKERARRFE—EMH (B 19 FEESBHEERE 316 5) KoEFL
T, MED LBV IEREZEMNWVWLLET, : '



PR

B+IUWIE AAEKR ST FE—BMIERRR

1E

=

17

ARBRIEL, SEBF TORMERICES
SHELLRBETHS. 4B, ZERF
TR TRk v ) T
ZlIZE0RY

AREREIL, ZEEF TORMSERES
EHE L ERRETHS.

18

1

RBHRBEORKICIT, pHT0 DT L
EEBETE N pH 7.2 @) VBRI
FHND.

AERERBIEOMBIIY, pHT7.0 DT |k
v - SRR L pH 7.2 © V ERR K
FHNS.

19

14

Thehhoeg T ImL A&, iEo
T, BibZ ax Y CFHEMH 100mL A A
2T3 2 BOZERE 38mmX200mm) X
i RIS T

EFERH1g X 1ImLBYEZE- T,
Bk m A FY PTHEM I00mLBAST
W3 2 EOER (38mmX200mm) Xitfl
DB '

29

1000 mI PHEREEH KT (ZnSO, »
THLO : 287.58) 5.7516 ¢ & &ir.

1000 mL S LAFs (ZnS0,
TH,0 : 287.58) 5.7512 g & {e,

30

16

WYLEE (2.24) E% (263 nm) : 5.5 ~ 5.8
(20mg, A% ./—n, 20mL}.

IESLEE (2.24) K (263 nm) : 55 ~ 58 (20
mg, A& /—nA, 20mL).

34

17

0.1 mol/ L KkEE{k+FY oA 1 mL
= 9.107 mg CgHOs

0.1 mol /L KERMEF MU A 1 mL
= 9.106 mp C;H;O;

35

13

SO 1 mL #ERECRY, BENERMNL
CIEREIZS0mL & L, EHEEL 45,

IO 1 mL ZIEREICEY, AR —A%
MEZCTERITS0mL & U, BgEEm 35,

35

22

B OFER  BEER ImL # ERICEY,
BEEFIN A CTIEREZ 20mL 3 5.

RIHORESE - AR 1 ml. ZTEREICE Y,
AZ S =N ME TEREIC 20mL & T 5.

40 .

ERIEAF J—VCEiTTRTL, =¥/ —
M (99.5) IZRRBETIRLK, KTtk
<L,

ERIEAF /= ICBEBTRT, =F /) —
N (99.5) ITRRRETRT <, KT
<N, ‘

45

FATORE DN (CpHy0s) OB (ng)
=WeX (Gr/0s)

TATRRE DN (Coty0s) OB (ng)
=WsX (01 0s) X_(172)

46

18

TR TNE TR T OREREERR
S5HIThD L 5 ITHHET B,

MREESESE  Bilor—2 oRPET N
/707 o ORBEROK 5 EofE

mE: BiEor—soErbrri)Fo
7= OERRRAR S SB35 nH
815,
TRSRIESEE : TS /07 = DR
BRI 39 5 {FOsEE

T2

18

AT LAOEE YLz irin
SNIVBT ATV OMERER (3) 0¥
A7 LABEEFERTS.

AFADER 77t b
PRI LB AT N OERE (3)_(1)
PHEHTS.

76

iz, Zhiz A=V »oOFERETE (1—100)
FEICEE TS L E, ERERE,LEE
P Tz A ) —DRARy MR
BT BORBEEIALRZARN Y b
1, EBEEO Ry h DR,

Hiz, Zhiz/ =Y oOREER (1-100)
EHBITEET D & &, EHEE» LB
FPUAE T =D ARy Mot
LHUBORBHEE L EEARy b, &
HEEBEOARy F LB,

79

16

P aH¥vA 2 (CyuHeNOs) D [mg (7
] =wsx dr/45) X (V./25)

T2 bel oo DR (mg U] =Wex
(dr./4s) %X (¥.,/25)

80

21

VAT LOMRE  BEHEERE 100uL 0%,
ERROEGECHRIETREE, LFHFT)
N, NEBBEOIEICEB L, T0o8E
e LETHS.

AT AOHERE BRI 100 L IT0E,
EROEGETRETZLEE, VFEFY
A, PEEREOIRCERL, FOo8E
H6LLFChD.

82

BIHRIC LV RBELTD & &, BETS.
L, FABHBIEARA D BEM G IC
LCHERBT5.

FEIRICRORBRETO & &, HET5.

82

BREITOLE, BETH. EEL, R
BRIBRIEERA D R G T L TR
3. '

REREITI L&, HET5.
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88

(1) BRUTADT K25zt
EBLTHH LUK S0mL 20 %, B
EHERE A CnET 3,

(1) BEOTLHY & 25 ik
EBLTHAILE somL 20z, B
HER A T 5.

95

BEMH: U B _KEH U L 272 BK
WEEDNL, 1000mL & LifRic, U 8231y
EARIZEENL, 1000mL & LRz <
pH3.5 ICER%3 3.

BEME . U BKEZ S U b 2720 K
IZED L, 1000mL & Li¥EiZ, U B 2.31g
EARIZEDL, 1000mL & LiiEemi<
pH3.5 [ZEREET 5. )

99

22

A& BEORFHERPHL, loL

FF Vv (CHnN:0,8,) #) 1.5mp #Eie
BFrzsdkHITBEIAEML CERIC

A& 1 BoRFHERIHL, [=FFy
V] T5mg B DBEMR SOmL % IEREICHD
Z, 10 SE#L BV IR RE, B0

YmlL &35, 10 SR8 <IED BFETE,
LT 5. B 10mL RIFREICEY
PUERERSIE Sml 2 IEREIC X, B4 %0
X TS0mL &L, BEEEETS. DTE
BEEFERTS.

=FF O (CpHyNs0,S8,) @ (mg) =

WX {Or/0s) X _(V10)

T5. LB vl 2ERCEY, RiERE
R SmL_#IERECME, Iml Plz=FF
Py {(CHNs0,8,) #9 0.3mg &S Trik &
b L5B@EEMNE T Fml 21, &
SRS T3, UTERETH#ATS.
:“5:9""/"/ (C[sz]NstSz) GDE (mg) =
WX (QT/Q_;) X (/v

101

16

Wg:BHAMCRE Lz "2 n 7 o ERS
OFHE (mg) ‘

Fs: "7 a7 = ERSORRE (ng)

107

y

12

Wy: U253 ) R OFRE (mg (8
i) 1

We: BEX_SG T ATESDHRE (upg (5
1) 1

112

13

Buformin Hydrochleride

Buformine Hydrochloride

113

ar | ot

Buformin Hydrochloride Tablets

Buforming Hydrochloride Tablets

114

Rt

23

Buformin Enteric-coated

Tablets

Hydrochloride

Buformine
Tablets

Hydrochloride  Enteric-coated

129

0.02mol /L x=F L P73 N8R K
EZFPFU D AK Iml. = 2.72Img
CaHPO,

EEMEOEERD LS CHKH B,
Bk B B OBEER

0.02mol /L =F L VF7 I L MEREE T K
FEZFPFUOAE ImL. = 272Img
Cﬂ]’IPO4

129

15

0.02mol /L. TF L7 I - MEHE 7k
FZF U A Iml. = 3.442mg
CaHPO, * 2H,0

FAEFEOEERD & > =8 3.
‘B E = mEEER .

0.02mol /L TF LU I o MUEEE 7k
FZFTrUYAE ImL = 3.442mg
CaHPO, - 2H,0

131

AEOBR 04 B LY, EA4HILIVER
WEREL, ¥BE1T5 (Sppm EITF).

EROBFR4g % L VEARIC L D RiEE
EL, SEAETS Gppm L),

131

14

KEOBR 040 LY, E4ECLEH
BEFEL, BBEITS (Sppm BAT).

FROME4g BV, B ERIC L D HRIK
ERML, RBRETS Gppm ELT).

131

ER 00 LD, FE4BTEVRRER
BiL, SMBETS Gppm ELTF).

R Qg w1, 554 B & 0 BRE IR
L, BEEFTS (5ppm LIT).

131

14

ABOBFTR 040 LV, HARICIVE
WERBLL, RBREITH Gppm BLT).

AmOPR DA F L Y, FAHRCL VR |
FIRML, FBETS Gppm BT).

132

AROBR040g LD, FAERIOH
AL, BRBRETH (Gppm BLF).

ESOME4g B LY, Earkic kv i
EFREL, #BETS Gppm LT
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HERML, HBETS Gppm LLTF).

B # CE. 81
ERIRE L AROGRIICH L, 7t | ARRIRE L EE0RRHIN L, 7
132 & 9 Foaysy)y (Fekoay Y @ik | Feay g0y (Fekra) ) U
ML) 0.08%BL RSt #ELT) 0.08%BLEE ST,
- 04 F LY, BABCIORERSE | £ 04a % 20, E4BC L0 RiEE R
132 16 | my, ®%%a5 Gppm BF). L, BEET5 (ppm BUF). *
FrFuolFIly [FekoaFly | Fe keal Yy [Fe RFpa P £y
132 & 2 BHE# (CpHuN,07) & LT) O& (mg) | ERE (CLHLN,0) & LT) & (mg)
=W;X (A dg) X (/4 =WX (A As) *x (1.74)
AROHKRMg LD, BAEKEIVR | FROPEK4e 2 L V4B LV REE
133 & 7 TATRL, REET5 Gpm UF). | BHEL, REREFS (5ppm UT).
B0z LD, FBAECIOVRIELZH | 2K 04 %0, B4ER LV RREER
134 22 8 | ML, ®BEAS Gppm HUT). L, BB&¥45 (5ppm BIT).
FHOBRAe LY, B4R LVE | R50BR4e 2 LY, H4BIn Lo g
B4 = 18 |wemsL, RBefi> Gppm UF). | #WML, BBETS Gppm BT,
FE QMg H LD, BAERLVRGES | 2504z 2LV, B4 BEICL 0 RRE T
134 & 12 | suL, s8af75 Gppm BF). L, RE#T5 (Sppm BT).
: EHOBR040g #ED, FBA4BEL | RROESR4e% 2V, BAEIZEVIRE
134 & 2 HEETML, RBET5 Gppm ST). | ZWRL, RBETS Gppm L)
FROBER QA0 &V, FARCEI VR | Ba0B R4 40, B4 I VRE
134 & | memBL, ®ReT> Gom UT). | ML, RWRETS Gppm L.
AEOWE 040 F 2V, BA4ECLVE | RROBHERLeF L EIETLVRES
36 & T | EEmEL, RBRETD Gppm UT). | AL, REETS Gppm HUF).
' AH0A0g HED, FARCEVRIEET | R 04g 22D, BRIV REERN
136 & 2 L, RERET5 (5ppm ELF). L, RBET5 (5ppm LT,
FROWHFR 040 LD, FAHBCL VR | RROWHER4 T & F4 BRI L 0 RiRE
139 & )| mamaL, RBET> Gpom BF). | WML, BBEF5 Gppm UT).
: EROBFOMNg E LD, BAEBCLIR | ZmOBKIg # LY, B4ECL DB
1o & 7 | mammiL, REETS Gpem LUF). | 2HEBL, RHMETS (Sppm HF).
. RO M0z Y, BABECLVR | ABOBFRALEE D, B 4B L DR
140 & 9 HEEEL, REET5 Gppm UTF). | #BBL, RBET5 Gppm LUT).
AR0Ag LY, FAEICLVREEHR | BN 0de B0, FAEKIZT L 0 Rike TR
10 & 20 8L, RBRETS (5ppm BT, L, BRBETS (Sppm BLF).
(1) E—rAKE REBEDL BEL | (1) E—rA LR AREZ, toE
141 & 5 | rEmeBaTT). 3, R LEEBERHNTS.
AROHRAWe LD, FBAECLVE | RBOBK4eF LV ELIET LV RES
12 A | wEmML, MERETS Gppm HUT). | WML, R®ETD (Sppm BT
: B 0A0g B L D, BABECL VBEET | Fb 04z B LV, BAER L 0 iRRE TR
142 & 20 | My, REEFS Gppm SIF). L, REET5 (5ppm LLTF).
EROBROL0ZEY, FBA4EICEVE | XLOBK4e F LY, F4EC L 0 RE
142 & 8 WAL, RBREGTS Gppm LITF). | XWUL, RRETH Gppm L),
AR 0Ag B LD, BAECL VRBEEN | Fm04g kb 0, BB L VREERN
43 = 2 | mL, ®REETS (ppm LUF). L, BB®EFS5 (5ppm BIT).
EROBK A F LD, FAECEVE | FHOEK4e 2L VE4FBECLVREL
143 & 2 lmamsil, RBETO Gpm UF). | WL, BRBETS Gppm UF).
AR 040 BV, FBA4BEICLVBREER | RKLH0de B, B4BC LV RELHRM
14 = 4 B, REBETS (ppm BUF). L, BB%F5 (Sppm BIF).
= ” BEOERAWe 2D, FBAHBTEH | AROBR 42 & VE4EZ L I RES

L, HEETY (Sppm LT
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H 7 . E = .
ARDOBE 040 B &V, FA4EKIL LN | FROMR4g 22V, F4HEITL VIRE
144 & B | mamstL, st82175 Gppm UF). | #BML, 3BWET5 (S ppm L)
AR040g F LY, BAEICLVREZE | SR04 ® v, 4Bk 0niEeTN
14 A 4 ML, RBETS (Sppm BT, L, RBET5 (Sppm BTF).
AEOBHT0A0z T LY, BABLIVE | ERLOBR4e 2L, B4EICLVEE
us & 10 | e, REET> Gppm UF). | 2HWML, HREFS Gppm 5.
TR0 E LD, HAECL )BT | Ao 04z b D, BB LD RRETE
s A 17 | sy, #2555 (5ppm L. L, RE*T5 Gppm LLF).
‘ EROWHE Mg LV, BAKRKIVR | ZROBR04e % &0, H4EC LV B
146 % 8 WAREL, RBETS5 Gpm UF). | #B/RL, RBETS (Sppm UTF).
AEOBHFEL0e L0, F4HECIVE | ZR0ER4F L DE4EIZ L ViRE:
146 & B lmemsl, SB35 Gppm BUF). | WAL, REETS (Gppm LUF).
RO Mg LY, BARCIVR | KROBFR4p 2 LY, H4ECL YRR
146 7 B | me@mL, REEF5 Gppm BF). | #WEHL, #BEFY Gppm L)
EEOBRMN E LY, BAECLOR | FRDBRAZE L VBB L D BRE
146 = 4 WEMML, REBREFTS Gppm UTF). | WEL, SBEF5 (Spm UT).
AR040g 20, HMAKCIORIEEHE | R4 F &0, F4ERI U RIEETNY
146 & 5 |mL, ®®EFS5 Gppm L. L, SEEX1T5 (5 ppm BLIF).
EROKHE040g F LY, BA4ETLVER | EROWEAeF L0, BB L iR
146 % 16 | wenmglL, RERETO Gppm UF). | ZEERL, RBRET5 6ppm MT).
FR040e LY, BAHEKIVBREER | AR04gx &Y, F4EIC L VEE TN
146 & 16 |y, RRET5 (5ppm LIT). L, BBRET5 (5ppm LUF).
EROHFE0Mg &L, FAKICIVE | RLo¥Mkode & L D E4KIC I VRIS
47 & 6 WAEWML, RRETS Gppm MTF). | WAL, REETS5 (Sppm MUTF).
BOBER Mg 2D, BABILL VR | BmOBE Az B LY, B4 B L VIR
47 & 17 | samslL, RBET5 Gppm SUF). | 2HWL, RREF5 (5ppm MUT).
RRBOWR 040 &V, B4HEcLoH | ELOBRRe 2L, B4FET LR
147 & 2 WERRL, RBETH Gppm UTF). | #BWEL, REEFT> Gppm UT).
KR 00 kLD, M4BT L VBEER | AR 0A 2 LY, B4k 0 Re il
18 & 8 ML, RRETS ppm LLF). L, REBEF5 (5ppm LIF).
K:ﬂn@*ﬁ}ﬂEOAOg 2LV, B4l ﬁﬁ@*ﬁ*%&%& v, BAEICL VR
148 = 16 | mamsiL, REET5 Gpm UT). | 2WML, REMETS 65ppm HUTF).
RO 040g B 2D, BAECIVE | ZRHORER4s 2 LV, B4EC L Vi
18 & | wamsL, RB%75 Gpm UF). | 2WML, RBEF5 Gpom UF).
040 B2, BABKIVREZR | AHdeg 220, H4RC LV RELFER
43 & 2 ML, RBREFTS Gppm LUF). L, REET5 (5ppm LIT).
AROBMFR Az F& 9, BA4ECLEH | Z50BFR4F LY, F4ETIVHRE
148 8 WAL, REET5 Gppm UT). | WML, R%EF5 Gppm WF).
AEROBE Mg 2V, BLEZLVE | RAOBR4 LY, B4 L DIRHE
148 & 17 | mamiL, BT Gppm SUF). | 2WRL, RBAT5 Gppm UF).
FROBE Mg 72 Y, B4BECL VR | AAOBR4es & D B4BIL ) Rike
49 & 7 WEEML, RBET5 Gppm UF). | HML, REETS (5ppm L.
F M LY, BABL LD REER | Amlde 2LV, B4R L) RGEBAT
149 H 3B my, ®®ET5 (5ppm BLUF). L, REEFS (5ppm LLF).
w5 & I FROBELMg LD, HaBicl ik | KROWFE4eZ L0, B4EZ L vk

BENML, REEFTD Gppm HT).

EHEL, REETS Gppm BT
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FRBOWEA LY, F4EZIE

FEROBR04p B LV, B4z 2 YR

HEERRL, BEEITY Sppm BT

19 A 2| BEEBL, RBETS Gpm UT). | ZENL, RERETS (Gppm M.
FREOBFTACe 20, BE4BEELVR | RROBRR4e F 2 0, B4 LV RIE
152 &= 0| EEmL, RRETS Gppm UUF). | 2EML, REREFTS G ppm M),
FmOR 040 F LY, B4ECLVR | AROBE4eF & D FE4RIC L D REY
152 & 2 | ma@mL, ®ReiT> Gpm UF). | WML, REREFS (5ppm L),
G040 F Y, WABCIVBRIEEHE | RB 04220, H4E0k 0REETHN
152 & 5 ML, ®BEFS Gppm UT). L, BEEMT5 (5ppm LI,
FEORROAe T LY, BAECIVE | ZL0BRMe 220, B4R LV Rk
152 & B mEmmL, REET5 Gppm UTF). | 2EML, REREFS Gppm U
A 040g &Y, FAHBCXVBEEH | 2R 04g %20, FABT LV REL TN
153 & 3| mL, ®BEFS (ppm HF). L, BE&%EF5 (5ppm LUTF).
EEOBMFT 040 LV, FA4ECIVR | EROHDR g E L0, Fa4EIC L vidE
154 & 12\ mammmL, SRBRETD Gppm LF). | #HARL, RBRET5 Gppm HUF).
EEDOBFROAz F LD, BAERL IV | £ROHER 4 Z L0, E4ic L viaE
154 & 1 WEWRL, SREFO Gppm UTF). | 2HEL, RBREG5 Gppm UT).
FEROWEKAe &Y, BAECELVR | REOWR4e F &) F4BIC LV RIES
157 & B | me@mL, REBETS Gpm BTF). | EEL, RBEF5 Gpm UF).
FEROBK0A0g FE Y, F4EZIoE | ZRoWRodg 229, BB L viRE
158 = 20 | mrmEsL, RBETS Gpm BT). | ML, RBRETH G ppm HUTF).
FEQME ELD, B4EICLVREET | A 0dg 2 eV, BABICL Y REE AL
158 & T my, #8245 Gppm M. L, BRBET5 (5ppm LT).
AROBT040e L0, F4ELIVE | HOBER e 20, S4Bz L VBE
158 & 2 | mammL, RBETS Gppm UF). | REML, BREFS (ppm UT).
(1) @ -r /K FHRIEE BEL | (1) E)—rA Rkl FREL, B
159 &= 18§ emmemvCES. i, R L AREAGTS.
6 % s ABOBK 0408 2L D, BAECL IR | RROBKR T & ) BAEC L 0V REE

WBL, REETS (Sppm LUTF).
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